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Color Metrics

If your county is in ORANGE:
• Social gatherings of any kind, indoors or outside, are limited to 50 

people
• Indoor special, seasonal or commercial events for which more than 

50 people are requested to attend must submit a plan to the local 
health department and receive approval before proceeding 

• Capacity in common areas and break rooms should be reduced, 
and users must be socially distanced



Color Metrics
If your county is in RED:
• Social gatherings of any kind, indoors or outside, are limited to 25 people
• Indoor special, seasonal or commercial events are not advised to be held. A special, seasonal or 

commercial event for which more than 25 people are requested to be in attendance must submit a plan 
to the local health department and receive approval before proceeding. College and professional sports 
events are included. 

• Vulnerable populations should remain isolated. Social and holiday gathering participation is not advised.
• All business capacity must adhere to strict social distancing guidelines; curbside pickup is preferred.
• Local officials may consider limiting hours for the operation of bars, nightclubs, and restaurants.
• Senior center activities are suspended
• Hospitals, long-term care, and other congregate settings may impose visitation limits
• Common areas and break rooms should be closed



Case Update



























Ongoing clinical care



Human Studies of Masking 
and SARS-CoV-2 Transmission
• An investigation of a high-exposure event, in which 2 symptomatically ill hair stylists interacted for an average of 15 

minutes with each of 139 clients during an 8-day period, found that none of the 67 clients who subsequently 
consented to an interview and testing developed infection. The stylists and all clients universally wore masks in the 
salon as required by local ordinance and company policy at the time.32

• In a study of 124 Beijing households with > 1 laboratory-confirmed case of SARS-CoV-2 infection, mask use by the 
index patient and family contacts before the index patient developed symptoms reduced secondary transmission 
within the households by 79%.

• A retrospective case-control study from Thailand documented that, among more than 1,000 persons interviewed as 
part of contact tracing investigations, those who reported having always worn a mask during high-risk exposures 
experienced a greater than 70% reduced risk of acquiring infection compared with persons who did not wear masks 
under these circumstances.

• A study of an outbreak aboard the USS Theodore Roosevelt, an environment notable for congregate living quarters 
and close working environments, found that use of face coverings on-board was associated with a 70% reduced risk.

• Investigations involving infected passengers aboard flights longer than 10 hours strongly suggest that masking 
prevented in-flight transmissions, as demonstrated by the absence of infection developing in other passengers and 
crew in the 14 days following exposure.



Scientific Brief: Community Use of Cloth Masks 
to Control the Spread of SARS-CoV-2
• Seven studies have confirmed the benefit of universal masking in community level analyses: in a unified hospital 

system, 
• a  German city, 
• a U.S. state, 
• a panel of 15 U.S. states and Washington, D.C. 
• as well as both Canada and the U.S. nationally. 
• Each analysis demonstrated that, following directives from organizational and political leadership for universal masking, new

infections fell significantly. 
• Two of these studies and an additional analysis of data from 200 countries that included the U.S.45 also demonstrated reductions

in mortality. 
• An economic analysis using U.S. data found that, given these effects, increasing universal masking by 15% could prevent the need

for lockdowns and reduce associated losses of up to $1 trillion or about 5% of gross domestic product.42

Conclusions

• Experimental and epidemiological data support community masking to reduce the spread of SARS-CoV-2. 

• The prevention benefit of masking is derived from the combination of source control and personal protection for the mask wearer.

• The relationship between source control and personal protection is likely complementary and possibly synergistic



https://covid19risk.biosci.gatech.edu/

https://covid19risk.biosci.gatech.edu/






Summary
• In an analysis of approximately 400,000 women aged 15–44 years with symptomatic COVID-

19, intensive care unit admission, invasive ventilation, extracorporeal membrane oxygenation, 
and death were more likely in pregnant women than in nonpregnant women.

• Pregnant women should be counseled about the risk for severe COVID-19–associated illness 
including death; measures to prevent infection with SARS-CoV-2 should be emphasized for 
pregnant women and their families. 

• These findings can inform clinical practice, risk communication, and medical countermeasure 
allocation. 

• Among 3,912 infants with known gestational age born to women with SARS-CoV-2 infection, 
12.9% were preterm (<37 weeks), higher than a national estimate of 10.2%. 

• Among 610 (21.3%) infants with testing results, 2.6% had positive SARS-CoV-2 results, 
primarily those born to women with infection at delivery.



About BLAZE-1 
• BLAZE-1 (NCT04427501) is a randomized, double-blind, placebo-controlled Phase 2 study 

designed to assess the efficacy and safety of bamlanivimab alone or in combination with a 
second antibody for the treatment of symptomatic COVID-19 in the outpatient setting. 

• To be eligible, patients were required to have mild or moderate symptoms of COVID-19 as 
well as a positive SARS-CoV-2 test based on a sample collected no more than three days 
prior to drug infusion. 

• The monotherapy arms of the trial enrolled mild to moderate recently diagnosed COVID-19 
patients, studying three doses of bamlanivimab (700 mg, 2800 mg, and 7000 mg) versus 
placebo. 

• The primary outcome measure for the completed arms of the BLAZE-1 trial was change from 
baseline to day 11 in SARS-CoV-2 viral load. Additional endpoints include the percentage of 
participants who experience COVID-related hospitalization, ER visit or death from baseline 
through day 29, as well as safety. 



The study is ongoing with additional treatment arms. Across all treatment arms, the trial will enroll over 
800 participants. 
Data from the BLAZE-1 study show bamlanivimab may be effective in treating COVID-19 by reducing viral 
load, symptoms and the risk of hospitalization in patients recently diagnosed with mild to moderate 
COVID-19. 
In the BLAZE-1 trial, rates and types of adverse events were similar between bamlanivimab and placebo, 
with the majority being mild to moderate in severity and with no drug-related serious adverse events 
reported thus far. 
In other bamlanivimab studies, there have been isolated drug-related infusion reactions or hypersensitivity 
that were generally mild (two reported as serious infusion reactions, both patients recovered). 

About BLAZE-1 



About bamlanivimab (LY-CoV555)
• LY-CoV555 is a potent, neutralizing IgG1 monoclonal antibody (mAb) directed against the spike protein of SARS-CoV-2. 
• It is designed to block viral attachment and entry into human cells, thus neutralizing the virus, potentially preventing 

and treating COVID-19. LY-CoV555 emerged from the collaboration between Lilly and AbCellera to create antibody 
therapies for the prevention and treatment of COVID-19. Lilly scientists rapidly developed the antibody in less than three 
months after it was discovered by AbCellera and the scientists at the National Institute of Allergy and Infectious Diseases

• (NIAID) Vaccine Research Center. It was identified from a blood sample taken from one of the first U.S. patients who 
recovered from COVID-19.

• Lilly has successfully completed a Phase 1 study of bamlanivimab in hospitalized patients with COVID-19 
(NCT04411628). 

• A Phase 2 study in people recently diagnosed with COVID-19 in the ambulatory setting (BLAZE-1, NCT04427501) is 
ongoing. 

• A Phase 3 study of bamlanivimab for the prevention of COVID-19 in residents and staff at long-term care facilities 
(BLAZE-2, NCT04497987) is also ongoing. 

• In addition, bamlanivimab is being tested in the National Institutes of Health-led ACTIV-2 study of ambulatory COVID-
19 patients.



SARS-CoV-2 Neutralizing Antibody LY-CoV555 
in Outpatients with Covid-19
• At the time of the interim analysis, the observed mean decrease from baseline in the log viral load 

for the entire population was −3.81, for an elimination of more than 99.97% of viral RNA. ]
• For patients who received the 2800-mg dose of LY-CoV555, the difference from placebo in the 

decrease from baseline was −0.53 (95% confidence interval [CI], −0.98 to −0.08; P=0.02), for a viral 
load that was lower by a factor of 3.4. 

• Smaller differences from placebo in the change from baseline were observed among the patients 
who received the 700-mg dose (−0.20; 95% CI, −0.66 to 0.25; P=0.38) or the 7000-mg dose (0.09; 
95% CI, −0.37 to 0.55; P=0.70). 

• On days 2 to 6, the patients who received LY-CoV555 had a slightly lower severity of symptoms 
than those who received placebo. 

• The percentage of patients who had a Covid-19–related hospitalization or visit to an emergency 
department was 1.6% in the LY-CoV555 group and 6.3% in the placebo group.













Vaccination Summary
• Trials
o Phase 1: 20-100 healthy volunteers, help determine safe dose
o Phase 2: Several hundred volunteers, assess safety and immune response
o Phase 3: Thousands of volunteers, assess safety, efficacy and any common side effects.

• Emergency Use Authorization application submitted to FDA
o Pfizer expected to apply for EUA as early as third week of November

• Advisory Committee on Immunization Practices (ACIP) review and make 
recommendations

• Our IDOH team will review all information before administration begins
• Prepared to receive vaccine at any time



Pfizer

• mRNA vaccine
• Two doses, 21 days apart
• Requires ultra-cold temperature (-70 degrees C) storage
• Phase 1 and 2 began in May on two versions of the vaccine
• Phase 2 and 3 trials began July 27 with 30,000 volunteers
• Announced expansion of trial to 43,000 participants on Sept. 12
• Expected to manufacture 1.3 billion doses of the vaccine worldwide by 

end of 2021

https://www.astho.org/COVID-19/COVID-19-Vaccine-Approval-Process-
Overview/?utm_source=Informz&utm_medium=email&utm_campaign=Informz

https://www.astho.org/COVID-19/COVID-19-Vaccine-Approval-Process-Overview/?utm_source=Informz&utm_medium=email&utm_campaign=Informz


Moderna

• mRNA vaccine
• Requires frozen (-20 degrees C) temperature storage
• Two injections, 28 days apart
• Phase 1 and 2 trials underway in January and March 2020
• Phase 3 testing began July 2020 with 30,000 healthy volunteers
• Shared safety protocol information

https://www.astho.org/COVID-19/COVID-19-Vaccine-Approval-Process-
Overview/?utm_source=Informz&utm_medium=email&utm_campaign=Informz

https://www.astho.org/COVID-19/COVID-19-Vaccine-Approval-Process-Overview/?utm_source=Informz&utm_medium=email&utm_campaign=Informz


Phase 1A

Guiding objective: Reinforce and support healthcare infrastructure 
and treatment of disease.

• This group includes all paid and unpaid persons serving in healthcare 
settings who have the potential for direct or indirect exposure to patients 
or infectious material.

• Healthcare settings include, but are not limited to: hospitals, long-term 
care facilities, outpatient facilities, home healthcare settings, pharmacies, 
dialysis centers, emergency medical services, frontline public health 
interventions, and COVID-19 diagnostic and immunization teams.



Phases 1B, 2 and 3
Phase 1B Guiding Objective: Protect the vulnerable

• Individuals who are at particular risk of morbidity and mortality associated with COVID-19 
disease based on the latest evidence-based criteria

• LHDs will begin dispensing
Phase 2 Guiding Objective: Mitigate spread

• Individuals who are at elevated risk of transmission of the disease because of working or 
living circumstances
o This includes persons living in correctional facilities, group homes or shelters, and individuals 

whose in-person work is essential, required, and places them in settings where social distancing is 
not possible and transmission risk is high.

Phase 3 Guiding Objective: General public vaccination



Pre-Positioning Sites (5 total/Also Phase 1A Locations)

• Asked to identify 1-5 locations in Indiana with the ability to store COVID-19 vaccine after 
EUA approval prior to ACIP recommendations.  

• Pre-positioning sites offer the state of Indiana the opportunity to trial the process of 
receiving ultra-low cold stored COVID-19 Vaccine. 

• The 5 identified pre-positioning sites will be notified via email once the Indiana 
Department of Health (IDOH) receives notification of shipment from the Department of 
Defense (DoD)/CDC. 

• DoD has informed us that upon EUA approval, vaccine may ship in as little as 24 hrs. 
• Therefore, the planning assumption is that all pre-positioning sites should be prepared to 

receive shipment with as little as 24hrs notice or less.
• Deaconess Evansville, Clark Memorial, Parkview, IU Health Methodist, Community 

Hospital Munster



47 (and counting) Phase 1A Hospitals

• These were chosen based on rankings supplied to the 
DOD/CDC from the phase 1A hospital survey

• Hospitals were ranked based on 
o Willingness to be an administration site
o Willingness to vaccinate not only hospital HCP 

but non-associated community HCP
o Geographic diversity
o Ability to vaccinate 1,000 people in 10 days



Locations with Ultra-Low Cold Storage On-Site

• Vaccine will arrive in thermal shipping containers approximately 16”x16”x22” 
(external dimensions). 

• The location will need to immediately remove the vaccine trays from the dry ice 
insulated container and place in their on-site ultra-low cold storage (-60°C to -80°C).  

• Vaccine trays will measure approximately 10”x10”x2” per tray containing 
approximately 1,000 doses.

• Each shipping container may have 1-5 vaccine trays total. Based on these 
measurements, approximately 6,000 doses, or 6 vaccine trays, can be stored per 
cubic ft of ultra-low cold storage available. 

• The empty thermal shipper will need to be returned to the distributor within 20 days 
with the included return label. 



Locations WITHOUT Ultra-Low Cold Storage

• Vaccine will arrive in thermal shipping containers approximately 16”x16”x22” 
(external dimensions), containing 1,000 to 5,000 doses, or 1-5 trays (see 
above).  

• Upon receipt, the location will have 24 hours to replenish the internal dry ice. 
• Dry ice may be acquired through the existing contracts established at the 

receiving location or through coordination with IDOH. 
• While stored at the location, dry ice will need to be replenished every 5 days, 

with a maximum of 20 days stored in the container. 
• The empty thermal shipper will need to be returned to the distributor within 

20 days with the included return label. 





Authorized Use 

The U.S. Food and Drug Administration (FDA) has issued an 
Emergency Use Authorization (EUA) to permit the emergency use of 
the unapproved product bamlanivimab for the treatment of mild to 
moderate coronavirus disease 2019 (COVID-19) in adults and 
pediatric patients with positive results of direct SARS-CoV-2 viral 
testing who are 12 years of age and older weighing at least 40 kg, 
and who are at high risk for progressing to severe COVID-19 and/or 
hospitalization. 



Limitations Of Authorized Use

• Bamlanivimab is not authorized for use in patients:
o who are hospitalized due to COVID-19, OR

o who require oxygen therapy due to COVID-19, OR

o who require an increase in baseline oxygen flow rate due to COVID-19 in those on 
chronic oxygen therapy due to underlying non-COVID-19 related comorbidity.

• Benefit of treatment with bamlanivimab has not been observed in patients 
hospitalized due to COVID-19. Monoclonal antibodies, such as 
bamlanivimab, may be associated with worse clinical outcomes when 
administered to hospitalized patients with COVID-19 requiring high flow 
oxygen or mechanical ventilation.



High risk is defined as meeting any 1 criteria
• Have a body mass index (BMI) ≥35 
• Have chronic kidney disease 
• Have diabetes 
• Have immunosuppressive disease 
• Are currently receiving immunosuppressive treatment 
• Are ≥65 years of age
• Are ≥55 years of age AND have

◦ cardiovascular disease, OR
◦ hypertension, OR
◦ chronic obstructive pulmonary disease/other chronic respiratory disease.

• Are 12 – 17 years of age AND have
◦ BMI ≥85th percentile for their age and gender based on CDC growth charts, https://www.cdc.gov/growthcharts/clinical_charts.htm, OR
◦ sickle cell disease, OR
◦ congenital or acquired heart disease, OR
◦ neurodevelopmental disorders, for example, cerebral palsy, OR
◦ a medical-related technological dependence, for example, tracheostomy, gastrostomy, or positive pressure ventilation (not related to COVID-19), OR
◦ asthma, reactive airway or other chronic respiratory disease that requires daily medication for control.



Warnings
• There are limited clinical data available for bamlanivimab. Serious and unexpected adverse events may 

occur that have not been previously reported with bamlanivimab use.

• Hypersensitivity Including Anaphylaxis and Infusion-Related Reactions

• There is a potential for serious hypersensitivity reaction, including anaphylaxis, with administration of 
bamlanivimab. If signs and symptoms of a clinically significant hypersensitivity reaction or anaphylaxis 
occur, immediately discontinue administration and initiate appropriate medications and/or supportive 
therapy.

• Infusion-related reactions have been observed with administration of bamlanivimab.

• Signs and symptoms of infusion related reactions may include:
o fever, chills, nausea, headache, bronchospasm, hypotension, angioedema, throat irritation, rash including 

urticaria, pruritus, myalgia, dizziness.

• If an infusion-related reaction occurs, consider slowing or stopping the infusion and administer 
appropriate medications and/or supportive care.



Pfizer: What we know
• 94/44,000 have become sick with COVID-19
• Reported 90% effective
• Mild symptoms of fever and fatigue reported
• No severe adverse events
• 2 immunizations 21 days apart
• Expecting to apply for an EUA the third week of November
• The trial will continue until it reaches 164 cases of Covid-19. At that point, the study will be complete 

and the results analyzed.
• The trial run by Pfizer and BioNTech initially was open to people 18 or older, but in September they 

began including teenagers as young as 16. 
• Last month, they launched a new trial on children as young as 12 and plan to work their way to younger 

ages.



Why are healthcare workers first to receive vaccine?

• Highest risk of exposure since caring for or potentially caring for 
COVID-19 patients

• Risk of being a vector and spreading SARS-CoV-2 to their 
vulnerable patients

• Reinforce the workforce



Healthcare workforce
Rise Up. Respond. Reinforce our Hoosier Healthcare Heroes. 

The Indiana Department of Health needs all available licensed healthcare professionals to sign up to serve in the COVID-19 
response. This includes those providers who may have a license from another state or those who are retired. We are in need of
heroes from every healthcare-related profession, at any level of training (including students), and in positions and locations 
throughout the state. Please sign up at bit.ly/HoosierHealthcareHeroesRiseUp to be a part of Indiana’s COVID-19 response. 

The state Department of Health has worked with the Bowen Center to create a process that connects available healthcare 
professionals with healthcare facilities that are in need of personnel. Once you provide your information on this form, we will 
review your profile, including your profession type, your skills and the availability you have to serve. When an Indiana healthcare 
facility submits a workforce need request that matches your profile, your information may be provided to the healthcare facility
in need, and they may be in contact to discuss the open positions with you. You will also be notified that you have matched to 
the facility. At that point, you have an opportunity to respond to the facility’s request and reinforce the Hoosier Healthcare 
Heroes at that facility.

Even if you provided your information on a previous survey or form, we ask that you provide your information again if you have 
any level of availability or capacity. Please rise up and sign up.

https://protect2.fireeye.com/v1/url?k=d6bee5de-8925dd28-d6baacde-8681010e5614-25aa087516c55f90&q=1&e=a0657157-03a5-4572-8a6d-447faf43464d&u=https%3A%2F%2Fbit.ly%2FHoosierHealthcareHeroesRiseUp
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