












































4/7 - HHS, Department of Defense, and Grifols Collaborate to Develop Plasma-based Treatment for
COVID-19

Ihe announcement says In part, “BARDA and the U.S. Department of Defense’s Joint Program Executive
Office for Chemical, Biological, Radiological and Nuclear Defense (DoD-JPEQ-CBRND) will collaborate
with Grifols to make available potentially life-saving COVID-19 treatments that use convalescent plasma
or hyperimmune globulin.”

4/7 - BARDA leverages CIADM Partner for Development of Plasma-based Therapeutic Treatment for
COVID-19

1ne announcement says In part, "BARDA is partnering with the Center for Innovation in Advanced
Development and Manufacturing {CIADM) at Emergent Biosolutions to develop COVID-19 Human
Immune Globulin (HIG) for clinical evaluation as a potential therapeutic for COVID-19. BARDA’s funding
will support the collection of plasma and the manufacture of the therapeutic for clinical evaluation in
COVID-19 patients later this year.”

4/8 - HHS supports Nanomix, Inc. to develop a rapid mobile diagnostic test to detect presence of
current or past COVID-19 infection in patients

1he announcement says In part, “BARDA has partnered with Nanomix, Inc. on the development of a
COVID-19 rapid mobile test to diagnose COVID-19 infections with results in as little as 15 minutes. The
test detects the presence of SARS-CoV-2 antigen in nasal and throat swabs. As part of the contract, a
serological test will also be developed that can detect antibodies of SARS-CoV-2 in the blood, for
indication of current or past COVID-19 infection.”

4/13 - HHS/BARDA supports DiaSorin, Inc. to develop a fully automated serology test to detect novel
coronavirus infections

Ihe announcement says In part, “BARDA is collaborating again with DiaSorin, this time to develop a
clinical laboratory test to identify people who have been infected with the SARS-CoV-2 virus but have
recovered. Known as a serology assay, the test detects the presence of IgG antibodies specific to the
virus in a person’s blood. Having certain levels of these immuno-protective antibodies indicates that the
person is convalescent {recovering or recovered from COVID-19).”

4/13 - HHS facilitates development of immunotherapies for COVID-19 patients

1ne announcemnent says In part, “In the race to identify and provide safe, effective treatments for
hospitalized patients with COVID-19, the U.S. Department of Health and Human Services (HHS) will
collaborate with multiple non-government organizations on the development of convalescent plasma
and hyperimmune globulin immunotherapies. These treatments would use antibodies against SARS-
CoV-2 from COVID-19 survivors and are intended to stimulate the immune systems of people currently
ill from the virus.”

4/14 — BARDA and Vela Diagnostics USA, Inc. entered into a public-private partnership to develop a
rapid diagnostic test for the COVID-19 pandemic

























































Shield

* 1, 9U4 U.>. Neanncare Workers LUJvIu posiive (o7 ravel reidieq, sy4 Contact witn known
case, 1,443 under investigation) and 3 deaths
*new numbers are received each day from CDC at 0730ET
¢« Domestic outbreaks, widespread:
o 50 states + DC, Guam, PR, USVI, and CNMI have cases
o 10 states have over 1,000 cases and 14 states have over 2,000. New York has
67,131 cases (including 38,087 in NYC (57% of the state total))
¢ International outbreaks, widespread:
o There were over 58,000 new cases and over 3,200 new deaths in the last 24 hours.
Europe accounted for 54% of the reported cases.








































































treatment withdrawal is contemplated. Until improved blood
or urine biomarkers have been developed, repeat biopsy will
remain a nseful ool for the clinic.
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HYDROXYCHLOROQUINE BLOOD LEVELS AND RISK OF
THROMBOTIC EVENTS IN SYSTEMIC LUPUS
ERYTHEMATOUS

taximillian F Kenig, lessica Li, Michelle Petri. Medicne, Rheumamlogy, Johns Hopkins
tniversity Schoof of Medicine, Baftimore, USA
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Background Hydroxychloroquine (HCQ) has a primary role in
the treatment of systemic lupus erythematous (SLE). Beyond
its plelotropic immunomodnlatory effects on TLR and type 1
interferon signaling, HCQ use has been found to be protective
for thrombosis in SLE. Optimal dosing of HCQ in SLE is
unknown. The longitudinal measnrement of HCQ blood levels
inay provide an opportunity to individualize weight-based dos-
ing strategies and reduce risk of toxicity. We examined the
associztion of HCQ blood levels with thrombotic events in a
longitudinal SLE cohort.

Methods 812 SLE patients with HCQ level measured prior to
the thrombosis were included: 93% female, 43% African-
American, 46% Caucasian. HC(} blood levels were quantified
by liquid chromatography-tandem inass spectrometry. Mean
HCQ blood levels {+ SD) over all cohort visits prior to
occurrence of thrombosis were calculated for each patient.
Thromboses were defined as wvenous (DVI/PE or other
venous) or arterial thrombosis (stroke, myocardial infarction,
digital gangrene or other arterial).

Results Thrombosis had occurred during prospective follow up
in 44 patients (5.4%}, venous in 3.0% and arterial in 2.5%.
Lupus anticoagulant was strongly associated with a history of
any thrombosis (OR 3.25, P<0.0001), venous thrombosis (OR
3.53, P<0.0001), and arterial thrombosis {OR 3.08,
P<0.0001). A prospective analysis shows thar for any throm-
bosis and for venous thrombosis, the HCQ blood level was
significantly lower. Higher prescribed doses of HCQ (as
opposed to HCQ blood levels) were also associated with
decreased odds of any thrombosis and venous thrombosis in a
separate cross-sectional analysis {OR 0.88, P=0.04 and OR
0.83, P=0.009, respectively for each 1 mg/kg increase in pre-
scribed HCQ).

Conclusions HCQ blood levels are inversely associated with
risk of any thrombosis and of venous thrombosis in patients
with SLE in a prospective analysis. Reduction of HCQ dosing,
as snggested by the American Academy of Cphthalmologists,
could reduce or eliminate the benefit of hydroxychloroquine
to prevent thrombosis.

Acknowledgements The Hopkins Lupus Cohort is supported
by NIH Grant RO1 AR 69572,

EFFECT OF TREATMENT ON ANTIPHOSPHOLIPID
ANTIBODIES IN SLE

"Michelle Petri, “Laurence S Magder, 'Daniel W Goldman. "Medidine, Rheumatolagy, Johns
Hopkins University School of Medidne, Baltimore; Dept. Epidemiviogy, University of
Maryland, School of Medlicin, Baltimore, (154
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Backgronnd Unlike primary  antiphospholipid  syndrame
patients, most SLE patiecnts with antiphospholipid antibodies
are on one or more treatments for their SLE that might affect
levels of their antiphospholipid antibodies. We examined the
effect of prednisone and hydroxychloroquine on antiphospho-
lipid antibedies in an SLE longidinal cohort.

Methods 943 SLE patients, who were tested for each anticar-
diolipin i1sotype (aCL IgG, IgM and IgA; INOVA) and lupus
anticoagulant (LAC; dRVVT with further confirmatory test-
ing) for at least 10 quarterly clinic visits, were included. We
compared visits positive for antiphospholipid antibodies
(aCL>20 and aCL=>40; dRVVT=>45} to visits negative for
antiphospholipid antibodies, with respect to treatment, using
conditional logistic regression  and conditioning on  the
patient.

Results Prednisone treatment significantly reduced the levels of
aCL IgG isorypes {aCL IgG>40 and some prednisone bur less
than 10 mg/day, OR 0.61 95% CI 0.46-0.80 p=0.0004), bnt
not aCL IgM, IgA, or LAC. Hydroxychlorognine treatment
significantly reduced aCL IgG {(aCL IgG>40, OR 0.35 95%
CI 0.22-0.55 p<0.0001), aCL IgM (aCL IgM=>40, OR (.56
95% CI 0.36-0.87 p=0.010) and LAC {OR 0.71 95% Cl
0.58-0.86 p=0.007) but not aCL IgA.

Conclusions Prednisone does not reduce IgM or TgA isorypes
of anticardiolipin, or LAC. These results explain why predni-
sone does not reduce thrombosis in SLE. Hydroxychloroquine,
on the other hand, significantly rednces all antiphospholipid
rypes except for the IgA isorype of anticardiolipin. This may
explain why IgA isotypes are more common in SLE. 1t may
also explain why hydroxychloroquine leads to only a S0Y%
reduction in thrombosis, as IgA isotypes do confer some risk
of thrombuosis.

Acknowledgements The Hopkins Lupus Cohort is supported
by NIH Grant ROL AR 69572,

CHANGES IN GUT MICROBIOTA AFTER SYNBIOTIC
SUPPLEMENTATION IN PATIENTS WITH SYSTEMIC
LUPUS ERYTHEMATOSUS: A RANDOMISED, DOUBLE-
BLIND, PLACEBO-CONTROLLED TRIAL

V4nkina Widhani, "“Samsuridjal Djauzi, *Fransiscus D Suyatna, “Beti Ernawati Dew,
Melva Louisa, >Andi Yasmon, Susan Rahayu, "Allergy and Chivical fmmunofogy Division,
Dept. of internal Medicine, Faculty of Medidne, Universitas indonesia, jakara; “Dr. Cipto
Mangunkusumo Natioral Geperal Hospital, Jakarta; Spocworal Program in Biomedical
Science, faculty of Medidne, Universitas fndonesia, Jakarra, "Depr. of Pharmacology and
Therapeutic, Faculty of Medicing, Universitas Indonesia, Jakarss; “Dept. of Microbiology,
Faculy of Medicine, Universitas fndonesia, Jakarta; “Molecular Biology Unit, Integrated
Laboratary, Faculty of Medidne, Universitas Indonesia, fakarta, Indonesia
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Abstracts

Background Systemic lupus erythematosus (SLE) is a chronic
multiorgan autoimmune disease with high morbidity. The
pathogenesis is multifactorial. Gut dyshiosis plays a role in the
pathogenesis of systemic Inpns erythematosus (SLE). Tt can
cause systemic inflammation.

Methods We conducted a randomized, double-blind, placebo-
controlled trial to investigate whether synbiotic supplementa-
tion could improve gut microbiota composition and function
in patients with SLE.

Results Forcy six SLE  patients were randomised to two
groups: the synbiotic group received synbiotic capsule {Lacto-
bacitlus  helvetiens R0052  60%, Bifidobacterium  infantis
RO033 20%, Bifidobacterism bifidum RO071 20% and 80 mg
fructo-oligosaccharides) for 60 days and placebo group. In the
synbiatic-supplemented group, 21 patients completed the inter-
vention. In the placebo group, one was excluded from che
final analysis because she needed antibiotic treatment for 33
days. We analysed 165 rRNA microbiome data from 89 faecal
samples of the 46 patients. We found increases in the Firmi-
cutes to Bacteroidetes ratio, butyrate metabolism and nitroto-
luene degradation after synbiotic supplementation. We also
found a decrease in potentally pathogenic species and an
increase in beneficial species.

Conclusion Synbiotic supplementation affect the composition
and functions of pgut microbiota in patients with systemic
lupus erythematosus.

Abstract 04 Table 1

BARICITINIB-INDUCED CHANGES IN STAT-ASSOCIATED
GENE EXPRESSION IN SYSTEMIC LUPUS
ERYTHEMATOSUS

"Thomas Dérner, “Yoshiya Tanaka, *Michelle Petri, *Josef 5 Smolen, "Daniel ) Wallace,
SErnst R Dow, "Damiano Fantini, *Richard E Higgs, SGuilherme Rocha, ®Brenda Crowe,
SRobert ) Benschop, “Nicole L Byers, "Maria E Silk, SStephanie de Bono, "Robert
W Hofiman. 'Charite Universititsmedizin Berlin and Deutsches Rheumaforschungszentrum
(DRFZ). Berin, Germany, “University of Occupational and Environmental Health Japan,
Kitakyusf, Japan; “Jofins Hapkins University Schoo! of Medidne, Baltimore, USA; Medical
University of Vierna, Vienna, Austria; *Cedars-Sinai Medical Center/University Califormia at
Los Angeles, Los Angeles; “Fl Lilly and Company, indianapolis, USA
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Background Baricitinib, an oral selective Janus kinase (JAK)I
and 2 inhibitor, resulted in significant clinical improvements in
patients with active systemic lupus erythematosus (SLE) receiv-
ing standard backgronnd therapy in the phase 2 smdy JAHH
(NCT02708095). Baricicinib may impact key cytokines impli-
cated in the pathogenesis of SLE through effecs on the JAKS
signal transducer and activator of transcription {STAT) signal-
ing pathway. The impact of baricitinib on STAT-related gene
expression and associations with clinical response in SLE were
evaluared.

Methods 314 patients were randomized 1:1:1 1o receive once-
daily placebo, baricitiuib 2-mg, or baricitinib 4-mg for 24
weeks in JAHH. Patients were =18 years of age, had a

Number of STAT —related genes whose variation has statistically significant association to SLEDAI-2K variation

Number of Number of
Number of downstream genes  downstream genes

STAT Week dowmstream genes with FDR < 0.1 with P < 0.05
STATY 2 135 30 45
STAT1 4 135 0

STAT 12 135 0 2
STATY 24 135 0 1
STATZ 2 38 1 13
STATZ 4 38 0 2
STATZ 12 38 0 0
STAT2 24 38 0 0
STAT4 2 6 0 1
STAT4 4 6 0 0
STAT4 12 6 0 0
STAT4 24 6 0 0

Spearmen rank coefficient correlations between vanation in SLEDAI-2K (from baseline) and
vanation in log2 expression (from baseline) of genes were computed at weeks 2, 4, 12, and
24 with bancitinib 4-mg treatment and tested for statistically significant differences from
zero. Genes analyzed were downstream of STAT?!, STAT2, or STAT4 as selected from the
MetaCore Database. The number of selected downstream genes for each STAT is shown,
along with the number of statistically significant genes.

FOR=false discovery rate. SLEDAI-2K=Systemic Lupus Erythematosus Disease Actmty
Index-2000; STAT=signal transducer and activator of transcnption

tupus Science & Medicine 2020, F{Suppl 11:41-4131
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adrian

Date: Monday, March 23, ZUZU at 12:04 M

To: "Marston, Hilary , "Bright, Rick
(OS/ASPR/BARDA)"
Cc: Kim Marschhaus herty

"Adrian Hernandez,
Subject: RE: PCORNet trial

Hilary — Thank you. This is excellent.
Rick — Glad to meet virtually. We should have a clear proposal about the doses and numbers for our
prophylaxis in Health Care Worker study by later today.

Needless to say — timeliness is critical for us.
Josie Briggs

Josephine P. BriggsMD
Interim Executive Director
Patient Centered Outcomes Research Institute

From: Marston, Hilary {NIH/NIAID} [E]

Sent: Monday, March 23, 2020 10:46 AM

To: Josie Briggs {ASPR/BARDA)
Cc: Collins, Fran

Subject: PCORNet trial

Dr. Briggs,

| want to connect you with Dr. Rick Bright, Director of BARDA, who has been reaching out to various
companies interested in donating hcq and cq for clinical trial purposes. He is aware of the PCORNet
innovative trial design planning and wanted to discuss supply possibilities. Dr. Woodcock also reached

out to him directly on this topic.

Best of luck and please let me know if | can be of help.
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TEVA TO DONATE POTENTIAL COVID-19 TREATMENT, HYDROXYCHLOROQUINE
SULFATE TABLETS TO HOSPITALS NATIONWIDE

Teva will donate 6 Million tablets through wholesalers to hospitals
by March 31, and more than 10 Million within a month

TEL AVIV, Israel & PARSIPPANY, N.J.--(BUSINESS WIRE)-- Teva Pharmaceutical Industries
Ltd. (NYSE and TASE: TEVA) announced today the immediate donation of more than 6 million
doses of hydroxychloroquine sulfate tablets through wholesalers to hospitals across the U.S. to
meet the urgent demand for the medicine as an investigational target to treat COVID-19. The
company is also looking at additional ways to address the global need.

“We are committed to helping to supply as many tablets as possible as demand for this
treatment accelerates at no cost,” said Brendan O'Grady, Teva Executive Vice President, North
America Commercial. “Immediately upon learning of the potential benefit of hyroxychloroquine,
Teva began to assess supply and to urgently acquire additional ingredients to make more
product while arranging for all of what we had to be distributed immediately.”

Additional production of hydroxychloroquine sulfate tablets is also being assessed and
subsequently ramped up with materials that are being sent to Teva from our ingredient supplier.
Teva will ship 6 Million tablets through wholesalers to hospitals by March 31, and more than 10
Million within a month.

Hydroxychloroquine sulfate tablets manufactured by Teva are approved by U.S. Food and Drug
Administration (FDA) for the treatment of malaria, lupus erythematosus and rheumatoid arthritis.
Although the product is not currently approved for use in the treatment of COVID-19, it is
currently under investigation for efficacy against the coronavirus and has been requested by US
government officials to be made available for use immediately. The Company is also reviewing
supply of both hydroxychloroquine and chloroquine globally to determine whether there are
additional supply and access opportunities for patients.

Teva is also actively looking across its expansive range of products to determine if the company
can help to provide any other products that may be relevant in addressing acute and substantial
need during the COVID-19 crisis.

ABOUT TEVA

Teva Pharmaceutical Industries Ltd. (NYSE and TASE: TEVA) has been developing and
producing medicines to improve people’s lives for more than a century. We are a global leader
in generic and specialty medicines with a portfolio consisting of over 3,500 products in nearly
every therapeutic area. Around 200 million people around the world take a Teva medicine every
day, and are served by one of the largest and most complex supply chains in the
pharmaceutical industry. Along with our established presence in generics, we have significant
innovative research and operations supportina anr arawina nartfalio of specialty and
biopharmaceutical products. Learn more a

FORWARD LOOKING STATEMENT



This press release contains forward-looking statements within the meaning of the Private
Securities Litigation Reform Act of 1995 which are based on management’s current beliefs and
expectations and are subject to substantial risks and uncertainties, both known and unknown,
that could cause our future results, performance or achievements to differ significantly from that
expressed or implied by such forward-looking statements. Factors that could cause or contribute
to such differences are discussed in our Quarterly Reports on Form 10-Q for the first, second
and third quarter of 2019 and in our Annual Report on Form 10-K for the year ended December
31, 2018, including in the sections captioned “Risk Factors.” Forward-looking statements speak
only as of the date on which they are made, and we assume no obligation to update or revise
any forward-looking statements or other information contained herein, whether as a result of
new information, future events or otherwise. You are cautioned not to put undue reliance on
these forward-looking statements.
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Christopher Houchens, PhD

Director (Acting} Division of CBRN Countermeasures

Biomedical Advanced Research and Development Authority (BARDA)
Office of Assistant Secretary for Preparedness and Response (ASPR)

Department of Health and Human Services {DHHS)
Offica: 7072-706-3/33

From: Bright, Rick (OS/ASPR/BARDA)
Sent: Tuesday, April 7. 2020 6:03 PM
; Disbrow, Gary

ARDA)
Subject: Re: MCM |ask Force update tor 4/8/20.20
Great work, as always team. See some thoughts below. Rick
From: "Ventura, Christy {O5/ASPR/BARDA} (CTR)" -7t =t=se tmmterem AL Lo —onn
Date: Tuesday, April 7, 2020 at 5:49 PM
To: "Bright, Rick (OS/ASPR/BARDA)" -mi-!s nwizbembl- —— o~ Gary Disbrow -7 == Rislem@hls —en
Linda Lambert -'i-+=~ "t ~=bmmemble —oen
Cc: MCM Task Forge -=mrmat=nirt momm ot —oes

Subject: MCM Task Force update tor 47872020

Rick, Gary, Linda,

See below for tomorrow’s updates for the MCM Task Force. Another item that we will not be reporting
out tomorrow but that we are sharing for situational awareness is that NIAID is working with Eli Lilly and
Gilead to add baracitinib to the ACTT. Arms are expected to be remdesivir, baricitinib, remdesivir +
baricitinib, and placebo, all with SOC.

Here are the updates that we will report tomaorrow.

Talking Points for 1200 and 1700 SLBs and 1230 VTC























































































<Rick.Bright@hhs.gov>; Yeh, Bai (OS/ASPR/BARDA) <Bai.Yeh@hhs.gov>; Acheampong, Otuo
{OS/ASPR/BARDA} {CTR) <Otuo.Acheampong@hhs.gov>; Armstrong, Kimberly (OS/ASPR/BARDA)
<Kimberly. Armstrong@hhs.gov>; Daniels, Miles {O5/ASPR/MFHC) <Miles.Daniels@hhs.gov>; Eldridge,
Schuyler (OS/ASPR/MFHC) <schuyler.eldridge@hhs.gov>

Subject: RE: Funding Requests

From: Petillo, Jay {0S/ASPR/MFHC)
Sent: Mondav. Aoril 13. 2020 3:22 Pm

))

IARDA)
I
RDA)
; Eldridge,
Subject: RE: Funding Requests
From: Disbrow, Gary (OS/ASPR/BARDA)
Sent: Mondav. April 13. 2020 2:52 PM
10}
)S/ASPR/BARDA)
: Yeh, Bai

)

Subject: Funding Requests

Bob, Bryan and Jay,












ensuring continuous and predictable payments across the health care system and ensuring care can be
provided where it is needed. While the Rate Announcement does not catalog CMS’ actions related to

Testing and Treatment
Purchase of Point in Care Testing: The Federal government announced tha

leveloped by Abbott Diagnostics Scarborough Inc., tor state,
terntorial and tribal public health labs. The ID NOW COVID-19 test is performed on the ID NOW
device. This test allows for medical diagnostic testing at the time and place of patient care, provides
COVID-19 results in under 13 minutes and expands the capacity for coronavirus testing. HHS is providing
these tests and devices to public health labs (PHLs) in every state and territory, and Washington, D.C. To
ensure that remote and rural populations are also being reached, the Indian Health Service will receive
tests and devices to distribute to tribal PHLs.

Hvdroxvchloroquine Tablets: The FDA approved ar

200 mg. for the treatment ot: (1) Uncomplicated malaria due
to P. ralaparum, P. malariag, P, ovale, and P, vivax. {2} Chronic discoid lupus erythematosus and
systemic lupus erythematosus in adults and (3) Treatment of acute and chronic rheumatoid arthritis in
adults. Side effects of hydroxychloroquine include irreversible retinal damage, cardiac effects {including
cardiomyopathy and QT prolengation), worsening of psoriasis and porphyria, proximal myopathy and
neurcpathy, neuropsychiatric events, and hypoglycemia. The FDA recentlv posted information regarding
shortages of hydroxychloroquine and chloroquine to it lue to a significant
surge in demand. The agency is working with manufacturers to assess their supphes and is actively
evaluating market demand for patients dependent on hydroxychloroquine and chloroquine for
treatment of malaria, lupus and rheumatoid arthritis.

PPE and Supplies

Updated PPE Burn Rate Calculator: CDC updated thei ‘hat is a spreadsheet-based
model that will help healthcare facilities plan and optimize the use ot PPE Tor response to coronavirus
disease 2019 (COVID-19). Non-healthcare facilities such as correctional facilities may also find this tool
useful.

Tracking and Monitoring Cases: The Centers for Disease Control and Prevention’s (CDC’s) National
Healthcare Safety Network {NHSN) is supporting the nation’s COVID-19 response by introducing a new
COVID-1¢ within NHSN's Patient Safety Component. The
Module enables hospitals to report datly counts of patients with suspected and confirmed COVID-19
diagnoses and current use and availability of hospital beds and mechanical ventilators. NHSN, in turn,
will enable state and local health departments to gain immediate access to the COVID-19 data for
hospitals in their jurisdictions.

Expanding Availability of Electronic Thermometers: The FDA issuet

hat immediately went into effect. Fever is a common symptom ot LOVID-1Y and chinical
electronic thermometers are an important screening and diagnostic tool to assist in the identification of
those individuals who may be infected with COVID-19. The policy set forth in the guidance may help
expand the availability of clinical electronic thermometers to address this public health emergency.



Expanding Availability of Remote Ophthalmic Devices: the FDA issued :

These devices include visual acuity charts, visual field
devices, general use ophthalmic cameras, and tonometers. The guidance will help expand the capability
of remote ophthalmic assessment and monitoring devices to facilitate patient care while reducing
patient and healthcare provider contact and exposure to COVID-19 during this pandemic.

Availabhility of Infusion Pumps: The FDA issuec hat
immediately went into effect. The guidance aims to help ensure the avallabihty ot intusion pumps and
accessories for patients who require continuous infusion of medications, nutrition, and other fluids and
help foster technologies, such as remote capabilities, that maintain a safer physical distance between
the health care provider and the patient.

Expanding Availability of Cardiopulmonary Bvpass Devices The FDA issued an updated policy to help
i1sed in extracorporeal membrane
oxygenation {ECMO} therapy to address this public health emergency.

Conservation Strategies for Medical Gloves: Thi: ‘efers specifically to
potential shortages relating to surgeons' gloves ana patient examination gloves. | he following
conservation strategies are recommended for use by health care organizations and personnel and are
categorized for a range of needs and supply levels and are intended to assist health care organizations
as they determine procedures during the COVID-19 pandemic.

3-D Printing of Medical Supplies: FDA released ar

accessories, components, and/or parts during the LuvIU-1% emergency. 1ne FAUS agdress wnicn PPE
supplies can be made via 3-D printing, recommendations and guidance from the FDA on the uses for 3-D
printed PPE and other resources.

EPA to Donate PPE: The Environmental Protection Agency identified approximately 225,000 pieces of
0 state and local responders fighting COVID-19 across the country.

ASPR Resources for Supply Chain, Fatality Management, and Emergency Departments: ASPR has a site
where resources can be uploaded to include plans, tools, templates, and other immediately
implementable resources to help with COVID-19 preparedness, response, recovery, and mitigation
efforts. The resources are for peers to share COVID-19 best or promising practices, plans, tools, or
templates or ant

Information for Specific Populations and Facilities

What Errands are Essential? CDC released information on the elated to grocery
shopping, take-out, banking, getting gas, and doctor visits. As communities across the United States take
steps to slow the spread of COVID-19 by limiting close contact, people are facing new challenges and
guestions about how to meet basic household needs, such as buying groceries and medicine, and
completing banking activities. The information provides advice about how to meet these household
needs in a safe and healthy manner.

Additional Information on Social Distancing. Quarantine, and Isolation: CDC updated their information
or The information defines each term and provides
guidance tor individuals In case they teel sick.



Report on COVID-19 in Children: CDC published their first report that looks a

n the MMWR. Topline findings include that while some cniudren witn
LUVIU-1Y may have mud lliness and may not show symptoms, they can still spread the disease to
others. The limited data suggest that young infants (<1 year of age) may be at higher risk of severe
illness with COVID-19 compared with older children, but more information is needed to understand
factors contributing to severe outcomes. The report also indicates that children with underlying health
conditions are more likely to be hospitalized. Though children with COVID-19 infection may have mild
disease, they can still spread COVID-19. It’s important that people of all ages follow recommendations
from CDC and state and local public health authorities to help prevent the spread of COVID-18.

Guidance for Healthcare Facilities Facing Staffine Shortages: CDC released information or
vith recommendations for contingency and crisis
capacity recommendations for consideration.

Protecting Healthcare Workers Psychological Health and Wellbeing: The resilience of our Nation’s
healthcare system depends on our healthcare workforce's ability to report for duty. Critical supplies,
equipment, and surge capacity rely on dedicated, trained health professionals and support staff to
provide care. This document provides recommendations to helg

The recommendations are categorized under tips to
prepare the worktorce betore the surge takes place and supporting them effectively during the surge.

Updated Information on Management of Persons with Confirmed COVID-19: CDC updated their

:0 include additional
Information on asymptomatic and pre-symptomatic patients, reintection, non-steroidal drugs, possibility
of infection with other viruses, additional laboratory and imaging findings, updated information from
WHO and new resources on therapeutic options for patients with COVID-19.

Information for Pharmacy Staff: CDC released information or luring the
COVID-19 Pandemic which advises pharmacy staff on strategies to minimize their risk o1 exposure to the
virus and how to reduce the risk for customers during COVID-19.

Updated Information for Alternative Care Sites: CDC updated thei
uidance to align with the level of care categories 1o include general (non-acute)
and acute care.

Guidance for Water Systems in Buildings: CDC released 8 steps that building managers should take to
ind devices after a prolonged shutdown.

Faith-Based Organizations Eligible to Receive SBA Loans: The Small Business Administration has
clarified tha ‘hrough the
Paycheck Protection Program and the kconomic Injury Lisaster Loans loan programs tor COVID recovery,
regardless of whether they provide secular social services, and without restrictions based on their
religious identity or activities, to the extent they meet the eligibility criteria outlined in the CARES Act.
The SBA released ar ‘hat further outlines the details of the program and how faith-based
organizations can quality for and apply for the loans.


























































































<Christine.Oshansky @hhs.gov>; Marston, Hilary (NIH/NIAID) [E] <hilary.marston@nih.gov>
Subject: Re: 2nd Gilead Remdesivir trial halted in China

There were plenty of cases when the trials started. And there have been weekly calls between
hhs and Gilead on the trials. So wondering what we can learn from the “lack” of enroliment.
First, is it true? And what was enroltment? Then, why didn’t either trial enroll? Wrong site?
Inclusion/exclusion criteria? Concurrent treatments? Etc.

There were a lot of cases, just wondering about the back story.

Thanks. Rick.

On Apr 15, 2020, at 5:39 PM, Disbrow, Gary (0OS/ASPR/BARDA} wrote:

Legally Privileged - This e-mail transmissian and any dacuments attached to it may contain information
that is legally privileged. If you are not the intended recipient, or a person responsible for delivering this
transmission to the intended recipient, you are hereby notified that any disclosure, copying, distribution,
or use of this transmission is strictly prohibited. If you hove received this tronsmission in error, pleose
immediately notify the sender and destroy the original transmission, attachments, and destroy ony hard
copies.

Nate to contractors: nothing in this e-mail is intended to constitute contractual direction or to impact
cost, price, or schedule contained in the contract. If the contractor believes there is an impact, the
contractor must disregard that portion of the communication ond contact the Controcting Officer
for direction

From: Bright, Rick (OS/ASPR/BARDA)
Sent: Wednesday, April 15, 2020 5:36 PM
To: Johnson, Robert (OS/ASPR/BARDA) ; Disbrow, Gary {(OS/ASPR/BARDA)






























Christopher {(OS/ASPR/BARDA) <Christopher.Houchens@hhs.gov>; Oshansky, Christine
{0S/ASPR/BARDAY) <Christine.Oshansky@hhs.gov>; Johnson, Robert (OS/ASPR/BARDA)
<Robert.Johnson@hhs.gov>: Shuy, Bryan (OS/ASPR/I0} <Bryan.Shuy @hhs.gov>
Subject: Re: URGENT: CQ and HCQ donations

Joe. Thank you. Please pull the Mylan thread if you have time. | saw the press release but no
details. Trying to connect donors to needs for USG trials. Thank you.

On Mar 23, 2020, at 12:57 PM, Hamel, Joseph (OS/ASPR/I10) wrote:

From: Bright, Rick (OS/ASPR/BARDA)
Sent: Mondav, March 23, 2020 12:56 PM

1s, Steven A.
: Falcon, Jessica

sky, Christine

Subject: Ke: URGENI: CQ and HLU donations

Awesome, thank you Joe. This is exactly what | was looking for...contact for Sandoz/Novartis. |
thought that Mylan also made a donation announcement, but not sure where that arrow
landed. | will reach out to the POC you provided.



Does anyone know if there is a database set up yet to track the various donations? If not, | can
send a request to the data fusion cell, but trying not to duplicate effort if already in play.

Joe, thank you for the rapid response and all you are doing to save lives. Truly grateful. Rick

Date: Mondav. March 23, 2020 at 12:29 PM

Subject: RE: URGENT: CQ and HCQ donations

From: Bright, Rick (OS/ASPR/BARDA)
Sent: Monday, March 23, 2020 12:14 PMm
To: Hamel. Joseph (QS/ASPR/IO)

; Harper,'

/SIIM)
; Adams, Steven A.
































