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What You Need To Know | President Trump’s
Coronavirus Response Efforts

President Trump and his Administration are working every day to
protect the health and wellbeing of Americans and respond to the

COTronavirus.

WHOLE-OF-GOVERNMENT APPROACH

The President signed the CARES Act, providing unprecedented and immediate
relief to American families, workers, and businesses.

President Trump declared a national emergency, inviting States, territories, and
tribes to access over $42 billion in existing funding.

President Trump signed initial legislation securing $8.3 billion for coronavirus
response.

President Trump signed the Families First Coronavirus Response Act, ensuring
that American families and businesses impacted by the virus receive the strong
support they need.

To leverage the resources of the entire government, the President created a
White House Coronavirus Task Force to coordinate response.

The Vice President named Dr. Deborah Birx to serve as the White House
Coronavirus Response Coordinator.

At the request of President Trump, FEMA is leading federal operations on
behalf of the White House Coronavirus Task Force.

FEMA'’s National Response Coordination Center has been activated to its
highest level in support of coronavirus response.

The President held a teleconference with other G20 leaders to coordinate



coronavirus response.

President Trump signed an executive order giving the DoD and DHS the
authority to activate the ready reserve components of the armed forces to assist
with coronavirus response.

PPORTI TATE AND LOCAL EFFORT

President Trump issued a letter informing our nation’s governors that the
Administration is developing new guidelines for state and local policy makers.

Through the CARES Act, we more than doubled the funds available through
the President’s Emergency and Disaster Declarations to help State, local, and
tribal leaders effectively respond.

The President has approved major disaster declarations for heavily impacted
states.

The Administration is covering costs of deploying National Guard units to
assist with response efforts in hard hit states, while ensuring governors remain
in command.

The President has held multiple teleconferences with our nation’s governors to
coordinate response efforts and offer his full support.

TRAVEL RESTRICTIONS

In January, President Trump reacted quickly to implement travel restrictions on
travel from China, buying us valuable time to respond to the virus.

The President has announced further travel restrictions on global hotspots,
including Europe, the United Kingdom and Ireland, and Iran.

American citizens returning from travel-restricted countries are being routed to
specific airports, where they can be screened and isolated as needed.

The United States reached mutual agreements with Mexico and Canada to
restrict non-essential travel across our northern and southern borders.

The Administration announced it will expeditiously return aliens who cross
between ports of entry or are otherwise not allowed to enter the country, as the
facilities in which these aliens would be held cannot support quarantine for the
time needed to assess potential cases.

The Administration raised travel warnings to their highest level for other hot
spot locations, like Japan and South Korea.

The President has expanded airport screenings to identify travelers showing
symptoms and instituted mandatory quarantines.

The State Department issued a global level 4 travel advisory, urging Americans
to avoid all international travel due to the coronavirus outbreak worldwide.



The State Department has worked to safely repatriate thousands of Americans
from around the world.

EXPANDING TESTING ACCESS

The FDA has issued emergency approval for multiple new commercial
coronavirus tests, including some that deliver results to healthcare providers
within minutes.

The President secured legislation that will ensure Americans are able to be
tested for free.

The Administration is working with state and local partners and the private
sector to open up drive-through testing sites.

The Administration worked with Apple to launch an app and website to help
Americans determine if they should seek care for coronavirus, and provide
them guidance on next steps.

HHS is providing funding to help accelerate the development of rapid
diagnostic tests for the coronavirus.

The FDA cut red tape to expand testing availability.

Admiral Brett Giroir - the Assistant Secretary for Health and head of the Public
Health Service - has been appointed to coordinate coronavirus testing efforts.

The FDA is empowering states to authorize tests developed and used by
laboratories in their states.

The Department of Defense has set up 15 coronavirus testing sites worldwide.

The President signed legislation requiring more reporting from state and
private labs to ensure our public health officials have the data they need to
respond to this outbreak.

DoD and HHS worked to airlift hundreds of thousands of swabs and sample
test kits from Italy to the United States.

HELPING FAMILIES AND WORKING AMERICANS

President Trump signed historic legislation to provide direct payments to
Americans, significantly expand unemployment benefits, and more.

The Administration negotiated legislation which will provide tax credits for
eligible businesses that give paid leave to Americans affected by the virus.

The Department of Labor issued guidance to help inform Americans about the
paid family and medical leave available to them.

The Administration took action to provide more flexibility in unemployment
insurance programs for workers impacted by the coronavirus.



® The Treasury Department moved tax day from April 15 to July 15.

® President Trump signed legislation providing funding and flexibility for
emergency nutritional aid for senior citizens, women, children, and low-income
families.

e USDA announced new flexibilities to allow meal service during school
closures.

e USDA announced a new collaboration with the private sector to deliver nearly
1,000,000 meals a week to students in rural schools closed due to the
coronavirus.

e USDA launched a partnership with Panera Bread and the Children’s Hunger
Alliance to provide meals to children across Ohio, with more states to come.

e HHS has announced $250 million in grants to help communities provide meals
for seniors.

¢ The Administration is halting foreclosures and evictions for families with FHA-
insured mortgages.

e The Department of Labor announced up to $100 million in dislocated worker
grants in response to the coronavirus national health emergency.

e The White House worked with the private sector to launch a central website
where families, students, and educators can access online education
technologies.

® President Trump signed legislation to provide continuity in educational benefits
for veterans and their families who attend schools that have had to switch to
online learning.

® The Department of Education has given broad approval to colleges and
universities to allow them to more easily move their classes online.

¢ The Department of Education set interest rates on all federally-held student
loans to 0% for at least 60 days.

® The Department of Education announced borrowers will have the option to
suspend their payments on federally-held student loans for at least two months.

¢ The Department of Education is providing waivers for federal testing
requirements to states that have had to close schools.

PPORTI IMPACTED BUSINESSE

e President Trump signed legislation providing almost $350 billion in loans for
small businesses and much needed payroll tax relief.

e The President secured legislation giving the Treasury and Federal Reserve $500



billion to provide liquidity and purchase business, municipal, and State debt.

¢ Thanks to legislation signed by President Trump, the Federal Reserve can
leverage more than $4 trillion in funds if needed during this crisis.

e The Small Business Administration has announced disaster loans which
provide impacted businesses with up to $2 million.

e SBA relaxed criteria for disaster assistance loans - expanding small businesses’
access to economic assistance.

e The President directed the Energy Department to purchase large quantities of
crude oil for the strategic reserve.

® President Trump has held calls and meetings with business leaders from the
pharmaceutical industry, airlines, health insurers, grocery stores, retail stores,
banks, and more.

® The Treasury Department approved the establishment of the Money Market
Mutual Fund Liquidity Facility to provide liquidity to the financial system.

e The Export-Import Bank announced four new temporary relief programs to
provide maximum financing flexibility and inject liquidity into the market.

INFORMI THE PUBLI

¢ The Administration launched a website - coronavirus.gov - to keep the public
informed about the outbreak.

® The President announced he is extending CDC guidelines for 30 days to slow
the spread of the virus.

e The President launched a partnership with the Ad Council, media networks,
and digital platforms to communicate public services announcements about the
coronavirus.

¢ The President announced guidelines for Americans to follow and do their part
to stem the spread of the virus.

e The Task Force is holding nearly daily press conferences to provide the
American people with the latest information.

e The Task Force recommended mitigation strategies to heavily impacted
communities, like those in New York, Washington, and California.

e CMS announced guidance to protect vulnerable elderly Americans and limit
medically unnecessary visits to nursing homes.

e President Trump’s PREVENTS initiative started a new public awareness
campaign to promote emotional wellbeing for veterans during the coronavirus
pandemic.



PPORTI PATIENTS AND HEALTHCARE PROVIDER

e The President worked with Congress to secure $100 billion for out healthcare
providers.

® In January, the Administration declared the coronavirus to be a public health
emergency.

¢ The President donated his fourth-quarter 2019 salary to the Department of
Health and Human Services for coronavirus response efforts.

® The Army Corps of Engineers and FEMA are helping to build temporary
hospitals and medical facilities in hard hit areas.

¢ The Vice President penned a letter to hospital administrators asking hospitals to
report testing data to HHS to help inform policies.

® The President took action to give HHS authority to waive rules and regulations
so that healthcare providers have maximum flexibility to respond to this
outbreak.

e CMS issued sweeping regulatory changes to increase hospital capacity, rapidly
expand the healthcare workforce, and cut paperwork so doctors can put
patients first.

e HHS is providing funding to help healthcare systems across the country quickly
prepare for a surge in coronavirus patients.

e CMS is giving flexibility to Medicare Advantage and Part D plans to waive cost-
sharing for coronavirus tests and treatment.

¢ The President announced that Humana and Cigna will waive co-pays,
coinsurance, and deductibles for coronavirus treatments.

e CMS created new billing codes for coronavirus tests to promote better tracking
of the public health response.

¢ The White House Office of Science and Technology Policy coordinated with the
NIH, the tech industry, and non-profits to release a machine readable collection
of 29,000 coronavirus-related research articles, which will help scientists
discover insights to virus’ genetics, incubation, treatment, symptoms, and
prevention.

e The White House launched a new public-private consortium to help provide
coronavirus research projects access to powerful supercomputer resources.

e The Administration announced that health plans with health savings accounts
will be able to cover coronavirus testing and treatment without co-payments.

e CMS dramatically expanded telehealth for Medicare beneficiaries, ensuring
more patients can access their doctors remotely while avoiding exposure.



HHS lifted HIPAA penalties to enable healthcare providers to expand telehealth
access for patients.

The FDA took action to allow expanded use of devices to monitor patients” vital
signs remotely, reducing hospital visits and minimizing risks of exposure.

The VA established 19 emergency operations centers across the country and put
in place visitation restrictions to limit patients” exposure.

Thanks to a waiver from the Office of Personnel Management, the VA is
working to rehire retired medical personnel during the coronavirus outbreak.

CMS and the VA are working to limit nonessential, elective medical procedures
to free up healthcare resources.

The Department of Defense issued guidance to delay elective medical
procedures at military facilities in order to preserve healthcare resources.

The Navy deployed two medical ships to help support impacted areas.

The President announced Carnival Cruise Lines will be making ships available
for hospitals to use for non-coronavirus patients.

STRENGTHENING ESSENTIAL MEDICAL SUPPLIES

The Administration mobilized a Supply Chain Stabilization Task Force led by
Rear Admiral John Polowczyk.

FEMA is working to distribute ventilators and other critical supplies to hard hit
states.

FEMA launched Project Airbridge to help quickly airlift critical supplies across
the country.

The President invoked the Defense Production Act, providing a number of
authorities that can be used as needed.

The President took action under the Defense Production Act to compel General
Motors to accept, perform, and prioritize Federal contracts for ventilators.

President Trump signed an executive order providing HHS and DHS with the
full authorities available under the Defense Production Act to respond to this
outbreak.

The President urged the private sector to bolster response efforts, leading
companies across the country to produce more critical supplies like masks,
ventilators, and hand sanitizer.

The President signed a memorandum directing his Administration to make
general-use face masks available to healthcare workers.

HHS announced it will be purchasing 500 million N95 respirators for the



Strategic National Stockpile.

The Department of Defense announced it will be providing 5 million respirator
masks and 2,000 specialized ventilators to assist.

The Department of Defense is procuring 8,000 ventilators worth an estimated
$84.4 million

The President signed legislation removing restrictions that prevented
manufacturers from selling industrial masks - which can readily protect
healthcare workers - directly to hospitals.

The FDA gave emergency approval to a new system to sterilize N95 masks,
helping hospitals get the most use out of their masks.

The President signed an executive order to prevent hoarding and price-gouging
of critical medical supplies.

The Department of Justice has taken action to combat coronavirus related fraud.

DEVELOPING VACCINES AND THERAPEUTICS

The Administration is working to help accelerate the development of
therapeutics and a vaccine to combat the coronavirus.

The FDA is evaluating existing drugs that could serve as potential therapeutics
for coronavirus patients.

The FDA approved emergency use of convalescent plasma treatments for
seriously ill coronavirus patients.

HHS accepted 30 million doses of hydroxychloroquine sulfate donated by
pharmaceutical companies.

The Trump Administration is actively working with drug manufacturers to
monitor any potential drug supply chain issues.

The Administration is expanding research and consulting with experts to better
understand the transmission of coronavirus.

The National Institutes of Health has announced the beginning of a clinical trial
for a coronavirus vaccine candidate.
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What You Need To Know | President Trump’s
Coronavirus Response Efforts

President Trump and his Administration are working every day to
protect the health and wellbeing of Americans and respond to the

COTronavirus.

WHOLE-OF-GOVERNMENT APPROACH

President Trump declared a national emergency, inviting States, territories, and
tribes to access over $42 billion in existing funding.

President Trump signed legislation securing $8.3 billion for coronavirus
response.

President Trump signed the Families First Coronavirus Response Act, ensuring
that American families and businesses impacted by the virus receive the strong
support they need.

To leverage the resources of the entire government, the President created a
White House Coronavirus Task Force to coordinate response.

The Vice President named Dr. Deborah Birx to serve as the White House
Coronavirus Response Coordinator.

At the request of President Trump, FEMA is leading federal operations on
behalf of the White House Coronavirus Task Force.

FEMA's National Response Coordination Center has been activated to its
highest level in support of coronavirus response.

SUPPORTING STATE AND LOCAL EFFORTS

The President has approved major disaster declarations for impacted states like
New York, Washington, and California.



¢ The Administration is covering costs of deploying National Guard units to
assist with response efforts in hard hit states, while ensuring governors remain
in command.

¢ The President has held multiple teleconferences with our nation’s governors to
coordinate response efforts and offer his full support.

TRAVEL RESTRICTIONS

¢ InJanuary, President Trump reacted quickly to implement travel restrictions on
travel from China, buying us valuable time to respond to the virus.

¢ The President has announced further travel restrictions on global hotspots,
including Europe, the United Kingdom and Ireland, and Iran.

® American citizens returning from travel-restricted countries are being routed to
specific airports, where they can be screened and isolated as needed.

¢ The United States reached mutual agreements with Mexico and Canada to
restrict non-essential travel across our northern and southern borders.

® The Administration announced it will expeditiously return aliens who cross
between ports of entry or are otherwise not allowed to enter the country, as the
facilities in which these aliens would be held cannot support quarantine for the
time needed to assess potential cases.

e The Administration raised travel warnings to their highest level for other hot
spot locations, like Japan and South Korea.

e The President has expanded airport screenings to identify travelers showing
symptoms and instituted mandatory quarantines.

e The State Department issued a global level 4 travel advisory, urging Americans
to avoid all international travel due to the coronavirus outbreak worldwide.

e The State Department has worked to safely repatriate 9,000 Americans from 28
countries around the world.

EXPANDING TESTING ACCESS

e The FDA has issued emergency approval for multiple new commercial
coronavirus tests to significantly expand testing across the country.

® The President secured legislation that will ensure Americans are able to be
tested for free.

¢ The Administration is working with state and local partners and the private
sector to open up drive-through testing sites.

® The Administration is working with the private sector to develop a website that
Americans can utilize to determine whether they need a test and, if so, where to



get it.

HHS is providing funding to help accelerate the development of rapid
diagnostic tests for the coronavirus.

The FDA cut red tape to expand testing availability.

Admiral Brett Giroir - the Assistant Secretary for Health and head of the Public
Health Service - has been appointed to coordinate coronavirus testing efforts.

The FDA is empowering states to authorize tests developed and used by
laboratories in their states.

The Department of Defense has set up 15 coronavirus testing sites worldwide.

The President signed legislation requiring more reporting from state and
private labs to ensure our public health officials have the data they need to
respond to this outbreak.

DoD and HHS worked to airlift hundreds of thousands of swabs and sample
test kits from Italy to the United States.

SUPPORTING IMPACTED BUSINESSES

The Small Business Administration has announced disaster loans which
provide impacted businesses with up to $2 million.

SBA relaxed criteria for disaster assistance loans - expanding small businesses’
access to economic assistance.

The President directed the Energy Department to purchase large quantities of
crude oil for the strategic reserve.

President Trump has held calls and meetings with business leaders from the
pharmaceutical industry, airlines, health insurers, grocery stores, retail stores,
banks, and more.

The Treasury Department approved the establishment of the Money Market
Mutual Fund Liquidity Facility to provide liquidity to the financial system.

HELPING FAMILIES AND WORKING AMERICANS

The Administration negotiated legislation which will provide tax credits for
eligible businesses that give paid leave to Americans affected by the virus.

The Administration took action to provide more flexibility in unemployment
insurance programs for workers impacted by the coronavirus.

The Treasury Department moved tax day from April 15 to July 15.

President Trump signed legislation providing funding and flexibility for
emergency nutritional aid for senior citizens, women, children, and low-income
families.



e USDA announced new flexibilities to allow meal service during school
closures.

e USDA announced a new collaboration with the private sector to deliver nearly
1,000,000 meals a week to students in rural schools closed due to the
coronavirus.

e HHS has announced $250 million in grants to help communities provide meals
for seniors.

e The Administration is halting foreclosures and evictions for families with FHA-
insured mortgages.

e The Department of Labor announced up to $100 million in dislocated worker
grants in response to the coronavirus national health emergency.

e The White House worked with the private sector to launch a central website
where families, students, and educators can access online education
technologies.

¢ President Trump signed legislation to provide continuity in educational benefits
for veterans and their families who attend schools that have had to switch to
online learning.

e The Department of Education has given broad approval to colleges and
universities to allow them to more easily move their classes online.

® The Department of Education set interest rates on all federally-held student
loans to 0% for at least 60 days.

e The Department of Education announced borrowers will have the option to
suspend their payments on federally-held student loans for at least two months.

® The Department of Education is providing waivers for federal testing
requirements to states that have had to close schools.

INFORMING THE PUBLIC

® The Administration launched a website - coronavirus.gov - to keep the public
informed about the outbreak.

e The President launched a partnership with the Ad Council, media networks,
and digital platforms to communicate public services announcements about the
coronavirus.

¢ The President announced guidelines for Americans to follow and do their part
to stem the spread of the virus.

e The Task Force is holding nearly daily press conferences to provide the
American people with the latest information.



® The Task Force has recommended mitigation strategies to heavily impacted
communities, like those in New York, Washington, and California.

e CMS announced guidance to protect vulnerable elderly Americans and limit
medically unnecessary visits to nursing homes.

PPORTI PATIENTS AND HEALTHCARE PROVIDER

¢ In January, the Administration declared the coronavirus to be a public health
emergency.

® The President donated his fourth-quarter 2019 salary to the Department of
Health and Human Services for coronavirus response efforts.

¢ The President took action to give HHS authority to waive rules and regulations
so that healthcare providers have maximum flexibility to respond to this
outbreak.

e HHS is providing funding to help healthcare systems across the country quickly
prepare for a surge in coronavirus patients.

e CMS is giving flexibility to Medicare Advantage and Part D plans to waive cost-
sharing for coronavirus tests and treatment.

e CMS created new billing codes for coronavirus tests to promote better tracking
of the public health response.

e The White House Office of Science and Technology Policy coordinated with the
NIH, the tech industry, and non-profits to release a machine readable collection
of 29,000 coronavirus-related research articles, which will help scientists
discover insights to virus” genetics, incubation, treatment, symptoms, and
prevention.

e The White House launched a new public-private consortium to help provide
coronavirus research projects access to powerful supercomputer resources.

® The Administration announced that health plans with health savings accounts
will be able to cover coronavirus testing and treatment without co-payments.

e CMS dramatically expanded telehealth for Medicare beneficiaries, ensuring
more patients can access their doctors remotely while avoiding exposure.

e HHS lifted HIPAA penalties to enable healthcare providers to expand telehealth
access for patients.

e The FDA took action to allow expanded use of devices to monitor patients” vital
signs remotely, reducing hospital visits and minimizing risks of exposure.

e The VA established 19 emergency operations centers across the country and put
in place visitation restrictions to limit patients” exposure.



Thanks to a waiver from the Office of Personnel Management, the VA is
working to rehire retired medical personnel during the coronavirus outbreak.

CMS and the VA are working to limit nonessential, elective medical procedures
to free up healthcare resources.

The Department of Defense issued guidance to delay elective medical
procedures at military facilities in order to preserve healthcare resources.

The Navy will be deploying two medical ships to help support impacted areas.

The President announced Carnival Cruise Lines will be making ships available
for hospitals to use for non-coronavirus patients.

STRENGTHENING ESSENTIAL MEDICAL SUPPLIES

The President announced he is invoking the Defense Production Act.

The President has urged companies to bolster response efforts, leading
companies across the country to step up and produce more critical supplies like
face masks and hand sanitizer.

The President signed a memorandum directing his Administration to make
general-use face masks available to healthcare workers.

HHS announced it will be purchasing 500 million N95 respirators for the
Strategic National Stockpile.

The Department of Defense announced it will be providing 5 million respirator
masks and 2,000 specialized ventilators to assist.

The President signed legislation removing restrictions that prevented
manufacturers from selling industrial masks - which can readily protect
healthcare workers - directly to hospitals.

The President signed an executive order to prevent hoarding and price-gouging
of critical medical supplies.

The Department of Justice has taken action to combat coronavirus related fraud.

DEVELOPING VACCINES AND THERAPEUTICS

The Administration is working to help accelerate the development of
therapeutics and a vaccine to combat the coronavirus.

The FDA is evaluating existing drugs that could serve as potential therapeutics
for coronavirus patients.

The Trump Administration is actively working with drug manufacturers to
monitor any potential drug supply chain issues.

The Administration is expanding research and consulting with experts to better
understand the transmission of coronavirus.



e The National Institutes of Health has announced the beginning of a clinical trial
for a coronavirus vaccine candidate.

HH#t#



From:
To:
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Subject: What You Need To Know | President Trump’s Coronavirus Response Efforts

What You Need To Know | President Trump’s
Coronavirus Response Efforts

President Trump and his Administration are working every day to
protect the health and wellbeing of Americans and respond to the

COTronavirus.

WHOLE-OF-GOVERNMENT APPROACH

President Trump declared a national emergency, inviting States, territories, and
tribes to access over $42 billion in existing funding.

President Trump signed legislation securing $8.3 billion for coronavirus
response.

President Trump signed the Families First Coronavirus Response Act, ensuring
that American families and businesses impacted by the virus receive the strong
support they need.

To leverage the resources of the entire government, the President created a
White House Coronavirus Task Force to coordinate response.

The Vice President named Dr. Deborah Birx to serve as the White House
Coronavirus Response Coordinator.

At the request of President Trump, FEMA is leading federal operations on
behalf of the White House Coronavirus Task Force.

FEMA's National Response Coordination Center has been activated to its
highest level in support of coronavirus response.

The President held a teleconference with other G20 leaders to coordinate
coronavirus response.

SUPPORTING STATE AND LOCAL EFFORTS



President Trump issued a letter informing our nation’s governors that the
Administration is developing new guidelines for state and local policy makers.

The President has approved major disaster declarations for heavily impacted
states.

The Administration is covering costs of deploying National Guard units to
assist with response efforts in hard hit states, while ensuring governors remain
in command.

The President has held multiple teleconferences with our nation’s governors to
coordinate response efforts and offer his full support.

TRAVEL RESTRICTIONS

In January, President Trump reacted quickly to implement travel restrictions on
travel from China, buying us valuable time to respond to the virus.

The President has announced further travel restrictions on global hotspots,
including Europe, the United Kingdom and Ireland, and Iran.

American citizens returning from travel-restricted countries are being routed to
specific airports, where they can be screened and isolated as needed.

The United States reached mutual agreements with Mexico and Canada to
restrict non-essential travel across our northern and southern borders.

The Administration announced it will expeditiously return aliens who cross
between ports of entry or are otherwise not allowed to enter the country, as the
facilities in which these aliens would be held cannot support quarantine for the
time needed to assess potential cases.

The Administration raised travel warnings to their highest level for other hot
spot locations, like Japan and South Korea.

The President has expanded airport screenings to identify travelers showing
symptoms and instituted mandatory quarantines.

The State Department issued a global level 4 travel advisory, urging Americans
to avoid all international travel due to the coronavirus outbreak worldwide.

The State Department has worked to safely repatriate 9,000 Americans from 28
countries around the world.

EXPANDING TESTING ACCESS

The FDA has issued emergency approval for multiple new commercial
coronavirus tests to significantly expand testing across the country.

The President secured legislation that will ensure Americans are able to be
tested for free.



The Administration is working with state and local partners and the private
sector to open up drive-through testing sites.

The Administration is working with the private sector to develop a website that
Americans can utilize to determine whether they need a test and, if so, where to
get it.

HHS is providing funding to help accelerate the development of rapid
diagnostic tests for the coronavirus.

The FDA cut red tape to expand testing availability.

Admiral Brett Giroir - the Assistant Secretary for Health and head of the Public
Health Service - has been appointed to coordinate coronavirus testing efforts.

The FDA is empowering states to authorize tests developed and used by
laboratories in their states.

The Department of Defense has set up 15 coronavirus testing sites worldwide.

The President signed legislation requiring more reporting from state and
private labs to ensure our public health officials have the data they need to
respond to this outbreak.

DoD and HHS worked to airlift hundreds of thousands of swabs and sample
test kits from Italy to the United States.

HELPING FAMILIES AND WORKING AMERICANS

The Administration negotiated legislation which will provide tax credits for
eligible businesses that give paid leave to Americans affected by the virus.

The Department of Labor issued guidance to help inform Americans about the
paid family and medical leave available to them.

The Administration took action to provide more flexibility in unemployment
insurance programs for workers impacted by the coronavirus.

The Treasury Department moved tax day from April 15 to July 15.

President Trump signed legislation providing funding and flexibility for
emergency nutritional aid for senior citizens, women, children, and low-income
families.

USDA announced new flexibilities to allow meal service during school
closures.

USDA announced a new collaboration with the private sector to deliver nearly
1,000,000 meals a week to students in rural schools closed due to the
coronavirus.

HHS has announced $250 million in grants to help communities provide meals



for seniors.

The Administration is halting foreclosures and evictions for families with FHA-
insured mortgages.

The Department of Labor announced up to $100 million in dislocated worker
grants in response to the coronavirus national health emergency.

The White House worked with the private sector to launch a central website
where families, students, and educators can access online education
technologies.

President Trump signed legislation to provide continuity in educational benefits
for veterans and their families who attend schools that have had to switch to
online learning.

The Department of Education has given broad approval to colleges and
universities to allow them to more easily move their classes online.

The Department of Education set interest rates on all federally-held student
loans to 0% for at least 60 days.

The Department of Education announced borrowers will have the option to
suspend their payments on federally-held student loans for at least two months.

The Department of Education is providing waivers for federal testing
requirements to states that have had to close schools.

SUPPORTING IMPACTED BUSINESSES

The Small Business Administration has announced disaster loans which
provide impacted businesses with up to $2 million.

SBA relaxed criteria for disaster assistance loans - expanding small businesses’
access to economic assistance.

The President directed the Energy Department to purchase large quantities of
crude oil for the strategic reserve.

President Trump has held calls and meetings with business leaders from the
pharmaceutical industry, airlines, health insurers, grocery stores, retail stores,
banks, and more.

The Treasury Department approved the establishment of the Money Market
Mutual Fund Liquidity Facility to provide liquidity to the financial system.

The Export-Import Bank announced four new temporary relief programs to provide
maximum financing flexibility and inject liquidity into the market.

INFORMING THE PUBLIC

The Administration launched a website - coronavirus.gov - to keep the public



informed about the outbreak.

® The President launched a partnership with the Ad Council, media networks,
and digital platforms to communicate public services announcements about the
coronavirus.

¢ The President announced guidelines for Americans to follow and do their part
to stem the spread of the virus.

¢ The Task Force is holding nearly daily press conferences to provide the
American people with the latest information.

® The Task Force has recommended mitigation strategies to heavily impacted
communities, like those in New York, Washington, and California.

e CMS announced guidance to protect vulnerable elderly Americans and limit
medically unnecessary visits to nursing homes.

PPORTI PATIENTS AND HEALTHCARE PROVIDER

¢ In January, the Administration declared the coronavirus to be a public health
emergency.

® The President donated his fourth-quarter 2019 salary to the Department of
Health and Human Services for coronavirus response efforts.

¢ The President took action to give HHS authority to waive rules and regulations
so that healthcare providers have maximum flexibility to respond to this
outbreak.

e HHS is providing funding to help healthcare systems across the country quickly
prepare for a surge in coronavirus patients.

e CMS is giving flexibility to Medicare Advantage and Part D plans to waive cost-
sharing for coronavirus tests and treatment.

e CMS created new billing codes for coronavirus tests to promote better tracking
of the public health response.

e The White House Office of Science and Technology Policy coordinated with the
NIH, the tech industry, and non-profits to release a machine readable collection
of 29,000 coronavirus-related research articles, which will help scientists
discover insights to virus’ genetics, incubation, treatment, symptoms, and
prevention.

e The White House launched a new public-private consortium to help provide
coronavirus research projects access to powerful supercomputer resources.

® The Administration announced that health plans with health savings accounts
will be able to cover coronavirus testing and treatment without co-payments.



CMS dramatically expanded telehealth for Medicare beneficiaries, ensuring
more patients can access their doctors remotely while avoiding exposure.

HHS lifted HIPAA penalties to enable healthcare providers to expand telehealth
access for patients.

The FDA took action to allow expanded use of devices to monitor patients” vital
signs remotely, reducing hospital visits and minimizing risks of exposure.

The VA established 19 emergency operations centers across the country and put
in place visitation restrictions to limit patients” exposure.

Thanks to a waiver from the Office of Personnel Management, the VA is
working to rehire retired medical personnel during the coronavirus outbreak.

CMS and the VA are working to limit nonessential, elective medical procedures
to free up healthcare resources.

The Department of Defense issued guidance to delay elective medical
procedures at military facilities in order to preserve healthcare resources.

The Navy will be deploying two medical ships to help support impacted areas.

The President announced Carnival Cruise Lines will be making ships available
for hospitals to use for non-coronavirus patients.

The Army Corps of Engineers is helping to build temporary hospitals and
medical facilities in states like New York and Washington.

STRENGTHENING ESSENTIAL MEDICAL SUPPLIES

The Administration mobilized a Supply Chain Stabilization Task Force led by
Rear Admiral John Polowczyk.

FEMA is working to distribute ventilators and other critical supplies to hard hit
states like New York.

The President invoked the Defense Production Act, providing a number of
authorities that can be used if needed.

The President urged the private sector to bolster response efforts, leading
companies across the country to produce more critical supplies like masks,
ventilators, and hand sanitizer.

The President signed a memorandum directing his Administration to make
general-use face masks available to healthcare workers.

HHS announced it will be purchasing 500 million N95 respirators for the
Strategic National Stockpile.

The Department of Defense announced it will be providing 5 million respirator
masks and 2,000 specialized ventilators to assist.



The President signed legislation removing restrictions that prevented
manufacturers from selling industrial masks - which can readily protect
healthcare workers - directly to hospitals.

The President signed an executive order to prevent hoarding and price-gouging
of critical medical supplies.

The Department of Justice has taken action to combat coronavirus related fraud.

DEVELOPING VACCINES AND THERAPEUTICS

The Administration is working to help accelerate the development of
therapeutics and a vaccine to combat the coronavirus.

The FDA is evaluating existing drugs that could serve as potential therapeutics
for coronavirus patients.

The Trump Administration is actively working with drug manufacturers to
monitor any potential drug supply chain issues.

The Administration is expanding research and consulting with experts to better
understand the transmission of coronavirus.

The National Institutes of Health has announced the beginning of a clinical trial
for a coronavirus vaccine candidate.
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To: Clancy, Carolyn <Carolyn.Clancy@va.gov>; Klote, Mary M. <Mary.Klote@va.gov>; Justice, Amy

<Amy.Justice2 @va.gov>; Bates, Jack (BISL) <Jack.Bates@va.gov>; Francis, Joe <Joe.Francis@va.gov>; Quinn, John F.
(NDS) <John.Quinn@va.gov>; Box, Tami <Tamara.Box@va.gov>; Ramoni, Rachel <Rachel.Ramoni@va.gov>; Muralidhar,
Sumitra <Sumitra.Muralidhar@va.gov>; Brouillette, Dan <dan.brouillette@hq.doe.gov>; Dabbar, Paul
<paul.dabbar@hg.doe.gov>; Abernethy, Amy <Amy.Abernethy@fda.hhs.gov>; Watson, lan D. EOP/QOSTP

(b)(6)  @ostp.eop.gov>; Waterman, Paige E. EOP/OSTP(B)(6)  |@ostp.eop.gov>; Droegemeier,
Kelvin K. EOP/OSTP <(B)(6) " ostp.eop.gov>; Pottinger, Matthew F. EOP/WHO

(B)(6) " @who.eop.gov>; Fabina, Lauren C. EOP/NSC{B)(6) " @nsc.eop.gov>; Ruggiero, Anthony J.
EOP/NSC{B){(8) """ @nsc.eop.gov>; Tully, Ryan M. EOP/NSC(B)(6)"| @nsc.eop.gov>

Cc: Holt, Brandon T. EOP/NSC <{(B)(6)"""""""" nsc.eop.gov>; Hennessey, Millicent S. EOP/NSC

(B)(B) I @nsc.e0p.gov>

Subject®)(®) [ Coordination Call between EOP, VA, DoE and FDA

Good Morning Colleagues,

First off, thank you for your robust support to get this initiative off the ground as quickly as possible. (B){8)

We would like to convene a call this afternoon to coordinate efforts. Brandon Holt who works for APDNSA Pottinger will
work with you and your staff to schedule this call. To this end, please feel free to have your staff respond to
Brandon. We will send out an agenda shortly.

Please let me know if you have any questions or if | may be of assistance.
All the best,

Phil

Philip J. Ferro, PhD, MS
Director for Countering Biological Threats
National Security Council

202.456.1222 (O)(BY(E)IIN (cell)

Philip.J.Ferro@nsc.eop.gov
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typically present in the middle to later stages of COVID-19 infection, but may remain present after exposure, which
helps clinicians determine who has been exposed to the coronavirus, even if a person didn't exhibit any symptoms
of the COVID-19 disease. Dala on past exposure is important for researchers 1o more accurately understand the
likely true occurrence of SARS-CoV-2 infection across a population. This information will be helpful in informing
future strategies for combatting COVID-18.

"Serology tests are important because they provide an additional piece of information to aid in characterizing
possible prior exposure to SARS-CoV-2, especially since many infections are mild or asymplomatic in severity,”

said Dave Hickey, president of Integrated Diagnostic Solutions for BD. "Initial evidence suggests that nearly all
patients infected with SARS-CoV-2 will have developed a detectable antibody response within days of symplom
onset, at which time a negative serclogic test, along with molecular diagnostics, could be helpful in ruling out
COVID-19. Our agreement with BioMedomics adds a rapid serology test that can augment current tests already on
the market, and we are pleased to collaborate in this effort with Henry Schein, which has extensive knowledge of the
point-of-care test field.”

The test is completed in four, simple steps. First, blood is collected through normal blood collection devices such as
the BD Microtainer® Contact-Activated Lancet. A few drops of blood are then transferred 1o the test cartridge,
followed by two to three drops of a buffer. The resulis can be read in 15 minutes, similar to how over-the-counter
pregnancy tests show multiple lines for positive results and a single line for negative results.

"BioMedomics designed the test to be easy to use and provide results in minutes, with no special equipment
necessary or the need to transport the sample to a laboratory for analysis,” said Frank Wang, CEO of BioMedomics.
"Our test has been clinically validated at several hospitals and clinical laboratories in both the U.S. and China, and
our published clinical data in the Journal of Medical Virology was one of the world's first for a COVID-18 serology
test. It has been used widely in China during the COVID-19 outbreak and is now ready to help combat coronavirus
in the U.S. through our collaboration with BD. We are commitied to doing our part to ballle this disease and are
excited 1o have BD as a pariner to help deliver our high-gualily rapid test to those who need it most.”

The test analyzes blood, serum or plasma samples for the presence of immunoglobulin M (IgV) and
Immunoglobulin G (gG) antibodies associated with the coronavirus (SARS-CoV-2). lgM provides the first line of
defense during viral infections, followed by the generation of adaptive, high-affinity lgG responses for long-term
immunity and immunological memory. The detection of COVID-19 IgM antibodies tends to indicate a recent
exposure to COVID-19, and detection of COVID-19 1gG antibodies indicates a later stage of infection, so this
combined antibody test could also provide information on the stage of the disease in patients. Current guidance
from the U.S. Food and Drug Administration (FDA) recommends that results from antibody testing should not be
used as the sole basis to diagnose or exclude coronavirus infection. Depending on the clinical scenario, additional
testing, such as those used on the BD MAX™ System may be considered to further evaluate the possibility of
SARS-CoV-2 infection.

"We look forward to working with such an outstanding company as BD to help make the antibody test part of the
standard of care,” said Stanley M. Bergman, Henry Schein's chairman of the board and chief executive officer. "The
test will help to identify people who have developed antibodies to the virus, which may inform future strategies
regarding COVID-18."

The test has not been reviewed by the FDA but is permitted for distribution and use under the public health
emergency guidance issued by FDA on March 16, 2020, and BD expects to begin shipping tests in April. BD will
have capacity 1o supply more than one million tests over the coming months, with the ability to scale up based on
rnarket demand and is working with medical products distribution company Henry Schein to make these tests
available 1o medical care facilities throughout the United States. Health care providers can order the test and all
collection devices needed to perform the test by contacting their BD or Henry Schein representatives.

About BD

BD is one of the largest global medical technology companies in the world and is advancing the world of health by
improving medical discovery, diagnostics and the delivery of care. The company supports the heroes on the
frontlines of health care by developing innovative technology, services and solutions that help advance both clinical
therapy for patients and clinical process for health care providers. BD and its 65,000 employees have a passion and
commitment to help enhance the safety and efficiency of clinicians' care delivery process, enable laboratory
scientists to accurately detect disease and advance researchers' capabilities to develop the next generation of
diagnostics and therapeutics. BD has a presence in virtually every country and partners with organizations around
the world to address some of the most challenging global health issues. By working in close collaboration with
customers, BD can help enhance outcomes, lower cosls, increase efficiencies, improve safety and expand access
to health care. For more information on BD, please visit bd.com [c212.net].
















Copyright © 2020 by POLITICO LLC. To subscribe to Pro, please go to politicopro.com.

This email was sent to sh1@fda.hhs.gov by:
POLITICO, LLC

1000 Wilson Blvd.

Arlington, VA 22209

USA .












in them. If this is such a message and you would like to opt out of receiving future advertisements or
solicitations from this BD group, please forward this e-mail to optoutbygroup@bd.com. [BD.v1.0]

sk sk s sk sk sk sk sk st ske sk sk sk sk sl ske sk sk sk sk sk ske sk sk sk s ske sk sk sk sk st ske sk sk sk sk sl ske sk sk sk s sk ske sk sk sk st sk ske sk sk sk sieoske sk s sieoskeoskeske sk skoskoskosk

This message (which includes any attachments) is intended only for the designated recipient(s). It may contain
confidential or proprietary information and may be subject to the attorney-client privilege or other
confidentiality protections. If you are not a designated recipient, you may not review, use, copy or distribute this
message. If you received this in error, please notify the sender by reply e-mail and delete this message. Thank

you.
sk sk s sk sk sk sk sk st ske sk sk sk sk sl ske sk sk sk sk sk ske sk sk sk s ske sk sk sk sk st ske sk sk sk sk sl ske sk sk sk s sk ske sk sk sk st sk ske sk sk sk sieoske sk s sieoskeoskeske sk skoskoskosk

Corporate Headquarters Mailing Address: BD (Becton, Dickinson and Company) 1 Becton Drive Franklin
Lakes, NJ 07417 U.S. A.






(0) (5)



(0) (5)



(0) (5)



On Apr 6, 2020, at 6:43 PM, Hahn, Stephen <SH1@fda.hhs.gov> wrote:

For task force
Does CDRH have a list of major approved diagnostic COVID tests and what platform is used for each?
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1 Convalescent plasma treatment of severe COVID-19: A matched control study
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Abstract

Background

Since December 2019, Coronavirus Disease 2019 (COVID-19) has become a global pandemic,
causing mass morbidity and mortality. Prior studies in other respiratory infections suggest that
convalescent plasma transfusion may offer benefit to some patients. Here, the outcomes of
thirty-nine hospitalized patients with severe to life-threatening COVID-19 who received
convalescent plasma transfusion were compared against a cohort of retrospectively matched
controls.

Methods

Plasma recipients were selected based on supplemental oxygen needs at the time of enrollment
and the time elapsed since the onset of symptoms. Recipients were transfused with convalescent
plasma from donors with a SARS-CoV-2 (severe acute respiratory disease coronavirus 2) anti-
spike antibody titer of >1:320 dilution. Matched control patients were retrospectively identified
within the electronic health record database. Supplemental oxygen requirements and survival
were compared between plasma recipients and controls.

Results

Convalescent plasma recipients were more likely than control patients to remain the same or
have improvements in their supplemental oxygen requirements by post-transfusion day 14, with
an odds ratio of 0.86 (95% Cl: 0.75~0.98; p=0.028). Plasma recipients also demonstrated
improved survival, compared to control patients (log-rank test: p=0.039). In a covariates-adjusted
Cox model, convalescent plasma transfusion improved survival for non-intubated patients
(hazard ratio 0.19 (95% Cl: 0.05 ~0.72); p=0.015), but not for intubated patients (1.24 (0.33~4.67);

p=0.752).
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Conclusions
Convalescent plasma transfusion is a potentially efficacious treatment option for patients
hospitalized with COVID-19; however, these data suggest that non-intubated patients may

benefit more than those requiring mechanical ventilation.

Introduction

Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) is a positive-sense, single-
stranded RNA virus belonging to the family Coronaviridae. Humans infected with SARS-CoV-2
may develop Coronavirus Disease 2019 (COVID-19), which manifests across a wide spectrum of
clinical severity ranging from a mild upper respiratory tract illness to a diffuse viral pneumonia
causing acute respiratory failure, with sequelae including acute lung injury, multi-organ
dysfunction syndrome, and death.!* Antibody responses to coronavirus infections typically
appear 2-3 weeks after the onset of illness and are rarely observed earlier.*®

Although the relationship between disease severity and antibody response has yet to be firmly
established,” transfusion with convalescent plasma may provide a therapeutic option in the
current treatment-limited environment.®!® Historical evidence supports the efficacy of
convalescent plasma transfusions to treat a variety of infectious diseases, including influenza,
Junin virus, and severe acute respiratory syndrome (SARS).}'* Initial data supporting
convalescent plasma transfusions for COVID-19 include three case series from China of 5, 10, and
6 patients.'>'’ In respiratory infections specifically, the strongest evidence suggests that the
benefit of passive antibody transfer is most demonstrable in patients who were treated within
days of symptom onset.12131819 Therefore, we hypothesized that treatment of patients with

convalescent plasma early in the disease course may reduce morbidity and mortality associated
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with COVID-19. Presented here are preliminary outcomes for 39 patients with severe to life-
threatening COVID-19 who received convalescent plasma transfusions at a single academic
medical center, The Mount Sinai Hospital, in New York City.

Methods

Patients

Forty-five adult patients were identified as eligible for COVID-19 convalescent plasma transfusion
under the criteria established for the FDA single patient emergency investigational new drug
(eIND) process. FDA authorization was requested and obtained for COVID-19 convalescent
plasma transfusion. Four patients improved and 2 patients withdrew consent prior to receipt of
plasma, leaving 39 evaluable patients who received COVID-19 convalescent plasma. Patients
were hospitalized in a single academic medical center in New York City for COVID-19 between 24
March 2020 and 8 April 2020. Patients were screened by symptom duration and by severity of
disease on a case-by-case basis, as assessed by oxygen supplementation requirements and
laboratory parameters. Patients or their legally authorized representatives provided informed
consent prior to treatment. Both treatment and research were performed with the oversight of
the Icahn School of Medicine at Mount Sinai Institutional Review Board (IRB).

Convalescent plasma transfusion

Convalescent plasma donors were screened for SARS-CoV-2 antibody titers by a two-step Spike
protein-directed ELISA.2%?! Donors with anti-spike antibody titers >1:320 were referred for blood
collection at the New York Blood Center, which performed the plasmapheresis and then returned
convalescent plasma units to The Mount Sinai Hospital. Plasma recipients were transfused with

two units of ABO-type matched convalescent plasma. Each unit, approximately 250 milliliters in
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99  volume, was infused over 1 to 2 hours. Recipients were monitored every 15 minutes for signs of
100  transfusion-related reactions and then followed post-transfusion for outcomes.
101  Statistical analysis
102  To confirm the independent effect of convalescent plasma transfusion on improvement in
103  oxygenation and survival, we conducted a propensity score-matched analysis using The Mount
104  Sinai Hospital’s COVID-19 confirmed patient pool from the same calendar period (24 March 2020
105  to 8 April 2020). A logistic regression was fit to predict the potential for plasma therapy based
106  on time series data obtained at baseline upon admission, prior to transfusion, and the day of
107  transfusion. Among the predictors, exact matching was enforced on the administration of
108  hydroxychloroquine and azithromycin, intubation status and duration, length of hospital stay,
109  and oxygen requirement on the day of transfusion. Other medications were administered too
110  infrequently to enforce exact matching. Balance was well achieved between the plasma and
111  control groups, as all predictors had a standardized mean difference less than 0.2. Details of the
112 matching method and results are described in the Supplementary Appendix. A medical data
113 team reviewed charts of the control patients to determine outcomes at 1, 7, and 14 days. The
114  datateam was notinformed of the recipient to whom each control patient was matched. Because
115  control patients were matched to plasma recipients by length of stay prior to transfusion, “day
116  0” was defined as the day of transfusion for the plasma recipients and as the corresponding day
117  inthe hospitalization course of the control patients.

118  Oxygen supplementation

119  Patients were then evaluated for their supplemental oxygen requirements and survival at three
120  time points: days 1, 7, and 14 post-transfusion. Four categories of supplemental oxygen use

121  status were collected for both cases and controls. These include, in order of increasing severity:
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122 room air without supplemental oxygen required; low-flow oxygen delivery by standard nasal
123 cannula; high-flow oxygen delivery, including non-rebreather mask; high-flow nasal cannula or
124 bi-level positive airway pressure (BiPAP) non-invasive ventilation; and mechanical ventilation. A
125  patient’s oxygenation status at the three time points was considered to have worsened if they
126  changed from a lower- to a higher-severity category compared to Day 0, or if they had died prior
127  tothe time point. A generalized estimating equations (GEE) approach with a logit link for binary
128  data was used to model the effect of plasma on the odds of oxygenation improvement on days
129 1, 7, and 14 following transfusion, controlling for oxygen status on day 0. An independent
130  working correlation structure was assumed for the patients within each cluster; however, the p-
131  values were calculated based on the empirical standard errors. Since some patients were
132 discharged with continued oxygen supplementation, the oxygen status of discharged patients
133 was assumed to be no worse than low-flow oxygen by standard nasal cannula.

134  Survival

135  Kaplan-Meier survival curves and the log rank test were used to depict the overall post-

136  transfusion survival. A Cox model was fit to estimate the hazard ratio for in-hospital mortality

137  for the plasma group, with matched clusters treated as random effects and onset of intubation
138  as a time-varying covariate. In addition, interactions between convalescent plasma

139  administration and intubation duration were tested to see if the plasma effects were the same

140  insubgroups.

141  Both oxygen status and survival models were adjusted for duration of symptoms prior to
142 admission and drugs administered, as these data were only ascertained after the matching was

143 completed. The initial drug list consisted of COVID-19 therapies used during the time of the
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144 study that included azithromycin, broad-spectrum antibiotics, hydroxychloroquine, therapeutic
145  anticoagulants, corticosteroids, directly acting antivirals, stem cells, and interleukin 1 and

146  interleukin 6 inhibitors. Only those that had a p-value < 0.5, however, were included in the final
147  model for adjustment. A liberal p-value was used here to be inclusive of any potential

148  confounders. As a sensitivity analysis, the 1:2 matching without replacement data were also
149  analyzed, where the balance between the matched pairs was enhanced but the study power
150  was reduced. Descriptive data are reported as number (percent), mean (+ standard deviation)
151  or median [min, max], as appropriate. Analysis was performed using SAS 9.4 (SAS Institute Inc.,
152 Cary, NC). All tests were 2-sided and statistical significance was defined as a p value < 0.05,

153 unless otherwise indicated.

154  Results

155  Recipient characteristics

156  The average age of the recipients of convalescent plasma transfusion was 55 (+ 13) years (Table
157  1). The cohort was approximately two-thirds male and one-third female, similar to the
158  proportions of men and women with severe disease in prior studies.! Recipients generally had
159  few baseline co-morbidities: 54% were obese (body mass index >30) and 18% had a current or
160  former history of tobacco use. One patient had end-stage renal disease requiring peritoneal
161  dialysis. The median duration of symptoms prior to initial presentation was 7 [0, 14] days.
162  Inflammatory markers were elevated with median d-dimer of 1.4 [0.27, >20] pg/mL fibrinogen
163  equivalent units, median ferritin 1135 [107, 7441] ng/mL, and median C-reactive protein 159 [12,
164  319] mg/L. The median time between admission and transfusion was 4 [1, 7] days. On the day of
165  transfusion, the majority of the recipients were requiring supplemental oxygen via a non-invasive

166  delivery device (87%). Four plasma recipients (10%) were mechanically ventilated at the time of
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167  transfusion. In addition to receiving convalescent plasma transfusion, many recipients received
168  avariety of inpatient pharmacotherapies throughout their hospitalizations (Table 2). There were
169  no significant differences between plasma recipients and control patients in exposures to
170  measured pharmacotherapies, except for therapeutic anticoagulation.

171  Respiratory Status

172 Plasma recipients and control patients were 100% matched on their supplemental oxygen
173 requirement on day 0. Of them, 69.2% were receiving high-flow oxygen and 10.3% were receiving
174  invasive mechanical ventilation. By day 14, clinical condition had worsened in 18.0% of the
175  plasma patients and 24.3% in the control patients (p=0.167, Cochran-Mantel-Haenszel test). The
176  covariates-adjusted odds ratio for worsening oxygenation on day 14 was 0.86 (95% Cl: 0.75~0.98;
177  p=0.028) (Figure 1). The effect of plasma appeared to be confounded by the use of therapeutic
178  anticoagulants (unadjusted vs. adjusted OR: 0.90 vs. 0.84), but not on other types of drugs or
179  duration of symptoms before admission (OR remained in the range of 0.90~0.91). On days 1 and
180 7, the plasma group also showed a reduction in the proportion of patients with worsened
181  oxygenation status, but the group difference did not reach statistical significance.

182 Survival

183  Asof 1 May 2020, 12.8% of plasma recipients and 24.4% of the 1:4 matched control patients had
184  died(21.6% inthe 1:2 matched dataset), and 71.8% and 66.7% (68.9%) had been discharged alive,
185  respectively. The median follow-up time was 11 [1, 28] days for the plasma group and 9 [0, 31]
186  days for the control group. Overall, we observed improved survival for the plasma group (log-
187  rank test: p=0.039) (Figure 2). In a covariates-adjusted Cox model, convalescent plasma
188  transfusion was significantly associated with improved survival in non-intubated patients (hazard

189  ratios: 0.19 (95% Cl: 0.05 ~0.72); p=0.015), but not in intubated patients (1.24 (0.33~4.67);
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190  p=0.752) (P-value for the plasma and intubation interaction term was 0.050). There is no
191  evidence that the effect of plasma depended on the duration of symptoms (p=0.19 for the plasma
192 by duration interaction). The results remain robust in the model without covariates adjustment
193  andinthe 1:2 matched sample (Figure 3).

194  Discussion

195  The COVID-19 pandemic poses an unprecedented challenge, as physicians and scientists struggle
196  in real time to identify effective interventions against SARS-CoV-2 and its complications. This
197 initial assessment offers evidence in support of convalescent plasma transfusion as an effective
198 intervention in COVID-19. Preliminary data suggest a potential mortality benefit, but greater
199  numbers are needed to draw definitive conclusions. Interestingly, these data suggest that the
200  survival effect of convalescent plasma may begin to manifest more than 1 week after transfusion.
201  If this observation is borne out in subsequent studies, it could indicate that convalescent plasma
202  prevents longer-term complications, such as acute lung injury or multi-organ dysfunction
203  syndrome; however, this speculation awaits confirmation in a larger patient cohort.

204  This study has many unique strengths. [t describes the largest cohort of COVID-19 patients
205  treated with convalescent plasma thus far worldwide. Furthermore, New York City has a large
206  andvery diverse population, and its metropolitan area was among the earliest and hardest hit by
207  the COVID-19 pandemic in the United States. Over this study’s 16-day enrollment period (24
208  March 2020 to 8 April 2020), the Mount Sinai Health System admitted 4,152 confirmed COVID-
209  19-positive patients. This large pool from which to draw control patients permitted an aggressive
210  matching algorithm. Data from three different time frames -- baseline, prior to transfusion, and

211  day of transfusion — informed the matching of controls to cases to maximize their similarity.
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212 In addition, the efficacy of passive antibody transfer relies heavily on the quality of the donor
213  convalescent plasma. Mount Sinai rapidly developed and clinically deployed an ELISA to titrate
214  SARS-CoV-2-specific antibodies in serum,® enabling our center to refer for blood collection only
215  those convalescent donors with the highest peripheral serum antibody titers of >1:320.%2 Prior
216  smaller studies have reported on a variety of titer cutoffs,>'¢ and at the time of this publication
217  some centers are bypassing donor antibody titer pre-collection completely.!” Although the total
218  quantity of anti-SARS-CoV-2 spike antibodies were assessed, it must be noted that we have not
219  yet assessed the functionality of these antibodies in neutralizing the virus. Recent studies with
220  SARS CoV-2 have generally found a high correlation between ELISA S protein binding activity and
221  neutralization of SARS CoV-2.2123

222 Although controls were retrospectively identified by propensity matching, the conclusions drawn
223  from these data are not as robust as a prospective, randomized, placebo-controlled study.
224 Furthermore, the convalescent plasma recipient cohort is highly heterogeneous in regards to
225  oxygen needs at the time of transfusion and the duration of symptoms prior to admission. Other
226 thanintubated versus non-intubated patients, the small size of this cohort lacks sufficient power
227  to permit additional subgroup analyses. We did not observe significant benefit of convalescent
228  plasmainintubated patients, consistent with past literature demonstrating that passive antibody
229  transfer therapies are most efficacious early in disease.'>131819  However, the number of
230  intubated patients in this study is small, limiting our ability to reach any conclusions about this
231  population. Future studies that include more mechanically ventilated patients will be needed to
232 address this uncertainty.

233 No significant transfusion-related morbidity or mortality were observed in the convalescent

234  plasma recipient cohort; however, potential harms are associated with plasma transfusion. There

10
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235 isarisk of fluid volume overload, particularly in patients with end-stage renal disease or advanced
236  heart failure. Allergic reactions to plasma are typically mild and self-limited. Plasma naturally
237  contains procoagulants, whose additive effects are unknown in this disease, which is
238 independently associated with hypercoagulability;?* thus, pending more data, additional caution
239  should be exercised in patients with acute thrombotic events. Convalescent plasma transfusions
240  also have theoretical risks, such as hindering the maturation of the patient’s own adaptive
241  immune memory response and antibody-dependent enhancement. While keeping these risks in
242  mind, additional studies are needed to confirm these findings and draw more definitive
243  conclusions about the efficacy of convalescent plasma transfusion for the treatment of COVID-
244  19in different populations.
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339 Table 1. Demographics and clinical parameters of recipients prior to transfusion

Characteristic* Patients (N = 39)

Demographics

Mean age + SD —year 55+13
Sex —

Male / Female 25 (64) /14 (36)
Mean Body-mass index + SD + 31.7+6.0

Coexisting disorder — no. (%)

Asthma 3(8)
Cancerq] 2(5)
Chronic kidney disease 1(3)
Chronic obstructive pulmonary disease 1(3)
Current or former smoker 7 (18)
Diabetes mellitus 8(21)
Hemorrhagic or ischemic stroke 0
Human immunodeficiency virus 0
Obesity 21(54)
Obstructive sleep apnea 2 (5)
Median duration of symptoms before admission — days 7 [0, 14]

Presenting symptoms — no. (%)

Fever 26 (67)
Shortness of breath 26 (67)
Cough 24 (62)
Diarrhea 8(21)
Sputum production 3(8)
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Sore throat
Vital signs on admission — no. (%)
Temperature >100.4°F or 38°C
Heart rate >100 beats per min
Respiratory rate > 20 breaths per min
Imaging — no. (%)
Chest radiography
Chest computed tomography

Clinical parameters
Laboratory data prior to transfusion
White-cell count
Median [range] — per mm?3
Distribution — no (%)
>10,000/mm?3
<4000/mm?
Aspartate aminotransferase >40 U/liter — no (%)
Alanine aminotransferase >40/liter — no (%)
Lactate >1.5 mmol/liter — no (%)
D-dimer, median [range] - ug/ml Fibrinogen Equivalent
units
Fibrinogen, mean (+S.D.) —no./total no. (mg/dl)
Ferritin, median [range] — ng/ml

C-Reactive Protein, median [range] — mg/liter

2(5)

13 (33)
22 (56)

28 (72)

38(97)

3(8)

7600 [3900-22600]

10 (26)
2 (5)

26 (67)
18 (46)
23 (59)

1.4[0.27, >20]

6841140
1135 [107, 7441]

159 [12, 319]
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Interleukin-6, mean (£S.D.) — no./total no. (pg/ml) 1781348
Length of stay prior to transfusion

Median duration [range] — days 411, 7]
Supplemental oxygen requirement prior to initiation of

transfusion

Standard nasal cannula — no. (%) 7 (18)
2 liters — no. (%) 0
3 liters — no. (%) 2(5)
4 liters — no. (%) 2 (5)
>5 liters — no. (%) 3(8)

High-flow oxygen, high-flow nasal cannula or BiPAP —no. 27 (69)
(%)

Mechanical ventilation — no. (%) 4 (10)

*Plus-minus values are mean +SD. Percentages may not total 100 because of rounding.

#The body-mass index is the weight in kilograms divided by the square of the height in meters.

fICancer represents a patient with thyroid cancer status post resection and a patient with Gleason 6 prostate cancer.
fHigh-flow oxygen included venti-mask and non-rebreather mask; BiPAP = bi-level positive airway pressure.

*Plus-minus values are mean +SD. Percentages may not total 100 because of rounding.
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345  Table 2. Recipient pharmacologic interventions
1:2

1:4 matching  matching

Patients Controls Controls

Pharmacologic interventions (N =39) (N=156) (N=74)
Antimicrobial agents — no. (%)

Azithromycin 31 (79) 133 (85) 63 (85)

Broad spectrum antibiotics 29 (74) 112 (72) 57 (77)

Hydroxychloroquine 36 (92) 148 (95) 69 (93)

Investigational antivirals 1(3) 9 (6) 4 (5)
Therapeutic anticoagulation — no. (%) 26 (67) 64 (41) 32 (43)
Anti-inflammatory agents — no. (%)

Corticosteroids 22(56) 90 (58) 38 (51)

Interleukin-1 inhibitors 0 0 0

Interleukin-6 inhibitors 3(8) 13 (8) 6 (8)

* No significant differences were found between groups in both matched samples (p-values all
>0.44), except for use of therapeutic anticoagulation (p <0.001 1:4 ratio and p=0.02 1:2 ratio).
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347  Figure 1. Comparison of oxygen requirements between Day 14 versus Day 0.
348

349

24.3%

*p=0.028

CONVALESCENT MATCHED CONTROLS
PLASMA RECIPIENTS

mm Worsened oxygen status or death
mm  Oxygen status stable or improved

* Covariates adjusted. No significant differences were observed at
day 1 (p=0.444) or day 7 (p=0.425).











