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AFFIDAVIT OF
DONALD L. NETZER

Hon. Katherine M. Bidegaray

I, DONALD L. NETZER, declare under penalty of perjury the following is true and

correct:
1. I am a resident of Richland County, Montana.
2. I practice law in Sidney, Montana, at Netzer Law Office, P.C., where I am a majority

shareholder and owner.

3. I am 70 years old.
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4, Netzer Law Office, P.C. (“Netzer Law™), is a Montana Professional Corporation with
offices in Sidney and Billings. The corporation was formed in 1994. We employ three
attorneys, one of which is me, and two legal assistants.

5. Netzer Law consists of a general law practice, focusing on family law, estate planning,
real estate, estate administration and probate, social security, and criminal law.

6. I have practiced law in Sidney, Montana since 1992,

7. Maintaining an open, clean, safe, and healthy office environment is important to the
success of Netzer Law and our employees and clients.

8. Our owners, employees, and clients represent a cross section of Montana residents.

-9, Like other small Montana businesses, Netzer Law has been and continues to be impacted
by the COVID-19 pandemic. Although these impacts are not clearly quantifiable in
dollars and cents, the pandemic has prevented Netzer Law from continuing its business as
usual. For example, the pandemic has at certain points limited Netzer Law owners’ and
employees’ ability to network in person to bring in new clients and has forced us to take
numerous precautionary measures to reduce the risk and spread of COVID-19 to ensure
our business remains safe as well as economically and otherwise viable.

10.  Recognizing the serious safety, health, and economic risks and threats that COVID-19
poses to Netzer Law’s owners and employees, as well to the public generally, Netzer Law
has monitored developments and guidance from expert federal and state agencies. For
example, over the course of the COVID-19 pandemic, Netzer Law has looked to the
Centers for Disease Control and Prevention and state and local health departments for

guidance on best practices to institute in our office to ensure a clean, safe, and healthy
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11.

12.

13.

14.

environment to the best of our ability for our owners, employees, clients, potential
clients, and other third parties.

Netzer Law has implemented many of these best practices and taken numerous
precautions over the course of the COVID-19 pandemic to help provide a clean, safe, and
healthy office environment for its owners, employees, clients, and potential clients,
including from closing and/or locking office doors to individuals to reduce walk-in traffic
to our offices; to suspending in-person office consultations; to requiring individuals who
enter our offices to wear masks in areas where social distancing cannot be maintained; to

allowing and promoting remote work from home; and to requiring negative COVID-19

. fests for employees who have felt or were sick, before they can return to the office. -

The widespread availability of COVID-19 vaccines for adults has been a beacon of hope
for Netzer Law (and surely for other similarly situated small businesses and employers)
given the efficacy of the vaccine in profuecting individuals from contracting COVID-19
and in reducing the severity of COVID-19 symptoms if it is contracted. See Exhibit(s) 10,
11 and 14 (attached).

Despite the immense and scientifically supported benefits of the COVID-19 vaccine, the
Montana Legislature adopted HB 702, which infringes upon the constitutional rights of
employers like Netzer Law and others who would otherwise seek to take protective
measures related to COVID-19 and other vaccination status.

Netzer Law has been harmed by HB 702 because the bill prevents us from taking actions
necessary to appropriately manage risk and ensure the health and safety of our owners,
employees, and clients by, among other things, prohibiting Netzer Law from treating

unvaccinated individuals differently and from imposing COVID-19 vaccine mandates.
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15.  Due to HB 702’s prohibitions, Netzer Law cannot control and administer its office and
operations in a safe and healthy way to mitigate against the spread and risk of COVID-19
(and potentially other diseases and viruses in the future). For example, Netzer Law
cannot require proof of a COVID-19 vaccination from its employees, clients, or others
before allowing them to enter and interact with its office space. Instead, HB 702 forces
Netzer Law to either accept the safety and health risks to owners, employees, and others
by allowing unvaccinated persons into its office space through an open-door policy, or to
close its office doors to all employees (through a mandatory remote work policy
applicable to everyone) or to all non-employees. The harm from closures of this nature
includes,-among other things, reduced office morale and collaboration and reduced
business opportunities.

16.  Additionally, our office is seeking to hire a new atforney at the present time and has
earlier this year posted a notice of such at the University of Montana Law School, in
Missoula, Montana. See Exhibit 23. Netzer Law would like to be selective in hiring
vaccinated persons (those vaccinated for COVID-19 and other diseases) who will, among
other things, help us maintain a clean, safe, and healthy office environment for our
owners, employees, clients, and others entering our offices. However, HB 702’s general
prohibition against persons based on their vaccination status and having an immunity
passport precludes Netzer Law from taking these and other reasonable and responsible
steps during the hiring process.

17.  HB 702 also prevents Netzer Law from engaging in other constitutionally protected
actions and from fulfilling its constitutional responsibilities. For example, HB 702

prohibits Netzer Law from:
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18.

19.

20.

A. Requiring proof of vaccines of any kind, including those proven to reduce the spread
and severity of COVID-19 infections;

B. Taking protective measures to reduce the spread and risk of COVID-19 from
unvaccinated individuals, such as through requiring them to take COVID-19 tests,
wear masks, wash their hands regularly, and other measures;

C. Requiring employees to work from home if they are unvaccinated; and

D. Directing owners, employees, clients, and others to take other appropriate steps to
shelter themselves from the increased risk of COVID-19 when interacting with

unvaccinated persons.

- HB 702’s prohibitions therefore prevent Netzer Law from taking numerous common-

sense and constitutionally protected actions necessary to ensure a clean, safe, and healthy
office environment; to protect the lives of its owners, employees, and clients, and their
pursuit of life’s basic necessities; to protect its office property and business; to ensure its
owners’ and employees” ability to pursue safety, health, and happiness.

If HB 702’s prohibitions were not in effect, Netzer Law would adopt, implement, and
enforce measures described above.

Because HB 702 prevents Netzer Law from taking these actions, I feel anxiety, worry,
and stress about the safety, health, and well-being of myself, Netzer Law’s other owners
and employees, and of Netzer Law’s clients and potential clients. I also feel anxiety,
worry, and stress about the economic and general well-being of Netzer Law as a business
economically and otherwise, as I have made the success of this business my life’s

professional pursuit.
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21.

22,

23.

24.

25.

26.

217.

Netzer Law is a small but busy business. If even one of our employees contracts
COVID-19, let alone several due to an office outbreak, it would be extremely disruptive
to our business operations, employees, clients, and the court system.

Though HB 702 claims to be anti-discriminatory on its face, it is directly discriminatory
against our law office and all businesses and employers that are not provided exemptions.
The harms caused by the prohibitions in HB 702 are capable of repetition beyond the
present COVID-19 pandemic, as HB 702 prohibits Netzer Law from requiring proof of
vaccination from employees, clients, potential clients or other third parties, against some
other infectious disease or virus that may occur in the future (e.g., a new disease or a
resurgence of a known diseases like small pox). -
As of the filing of this Affidavit, the Billings Gazette newspaper has reported in an
October 20™, 2021, front page news story that, “Montana leads country in COVID cases
per 100k.” Exhibit 21 (attached).

I am not surprised to see the news of Montana’s high number of COVID cases, given
Montana’s low vaccination rates and HB 702, which prohibits employers, governments,
and individuals from discriminating against someone based on their vaccination status.

Attached as Exhibit 1 is a true and correct copy of Mayo Clinic, U.S. COVID-19 vaccine

tracker: See your state’s progress, https://www.mayoclinic.org/coronavirus-covid-

19/vaccine-tracker.

Attached as Exhibit 2 is a true and correct copy of Aaron Bolton, NPR, With low

vaccination rates, Montana’s COVID hospitalizations have continued to rise,

https://www.npr.org/2021/10/13/1045746585/with-low-vaccination-rates-montanas-

covid-hospitalizations-have-continued-to-ris (Oct. 13, 2021).
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28.

29.

30.

31.

32.

33.

34.

Attached as Exhibit 3 is a true and correct copy of Billings Clinic, Billings Clinic

preparing for Crisis Standards of Care, htips://www.billingsclinic.com/about-us/news-

press-releases/2021/billings-clinic-preparing-for-crisis-standards-of-care/ (Sept. 15,
2021).

Attached as Exhibit 4 is a true and correct copy of CDC, Scientific Brief- SARS-COV-2

Transmission, https://www.cdc.gov/coronavirus/2019-ncov/science/science-briefs/sars-

cov-2-transmission.html (May 7, 2021).

Attached as Exhibit 5 i§ a true and correct copy of DPHHS, COVID-19 Variants

Identified in Montana,

* https://dpbhs.mt.gov/publichealth/cdepi/diseases/coronavirusmt/Variant WebUpdate(907

21.pdf (Sept. 7, 2021).
Attached as Exhibit 6 is a true and correct copy of CDC, Delta Variant: What We Know

About the Science, hitps://www.cdc.gov/coronavirus/2019-ncov/variants/delta-

variant.html, (Aug. 26, 2021).
Attached as Exhibit 7 is a true and correct copy of CDC, People with Certain Medical

Conditions, https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-

with-medical-conditions.html (Aug. 20, 2021).

Attached as Exhibit 8 is a true and correct copy of CDC’s Covid Data Tracker Weekly

Review. https://www.cdc.gov/coronavirus/2019-ncov/covid-data/covidview/index.html

(Oct. 22, 2021).
Attached as Exhibit 9 is a true and correct copy of Todd M. Koch, MPH, DPHHS,
Provisional Leading Causes of Death and Other Select Causes in Montana, 2020 and

2015-2019,
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35.

36.

37.

38.

39.

40.

https://dphhs.mt.gov/assets/publichealth/Epidemiology/VSU/MTLeadingCausesOfDeaths
2015-2020.pdf, (Mar. 15, 2021).

Attached as Exhibit 10 is a true and correct copy of FDA, FDA Approves First COVID-

19 Vaccine, https://www.fda.gov/news-events/press-announcements/fda-approves-first-

covid-19-vaccine, (Aug. 23, 2021).

Attached as Exhibit 11 is a true and correct copy of CDC, Safety of COVID-19 Vaccines,

https://www.cde.gov/coronavirus/2019-ncov/vaccines/safety/safety-of-vaccines.html

(Updated Oct. 12, 2021).
Attached as Exhibit 12 is a true and correct copy of Montana COVID-19 Data
Dashboard, COVID-19 Cases,

https://montana.maps.arcgis.com/apps/MapSeries/index.html?appid=7c¢34341253643949

ladec2103421d4b (Oct. 25, 2021).

Attached as Exhibit 13 is a true and correct copy of CNN, Transcript,

https://transcripts.cnn.com/show/sotu/date/2021-07-25/segment/01 (Jul. 25, 2021).

Attached as Exhibit 14 is a true and correct copy of DPHHS, Trend Continues of COVID-
19 Related Hospitalizations of Unvaccinated Individuals,

https://dphhs.mt.gov/News/2021/08/TrendContinuesof COVID-

19RelatedHospitalizationsofUnvaccinatedIndividuals (Aug. 5, 2021).

Attached as Exhibit 15 is a true and correct copy of Montana COVID-19 Data
Dashboard, Covid-19 Vaccine,

https://montana.maps.arcgis.com/apps/MapSeries/index.html?appid=7¢34£341253643949

ladcc2103421d4b (Oct. 25, 2021).
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4].

42.

43.

44.

45.

46.

Attached as Exhibit 16 is a true and correct copy of DPHHS, New Montana Report:
Unvaccinated 5 Times More Likely to be Hospitalized and 3 Times More Likely fo Die
Sfrom COVID-19: DPHHS officials urge Montanans to get vaccinated,

https://dphhs.mt.gov/News/2021/09/NewMontanaReportUnvaccinatedStimesmorelikelyt

obehospitalizedand3timesmorelikelytodiefromCOVID-19 (Sept. 27, 2021).

Attached as Exhibit 17 is a true and correct copy of Enacted Version of HB 702,

https://leg.mt.gov/bills/2021/billpdf/HB0702.pdf.

Attached as Exhibit 18 is a true and correct copy of Letter from Governor Gianforte to

Speaker Galt and President Blasdel (containing amendment text),

https://leg.mt.gov/bills/2021/AmdHtmH/HB0702GovAmd.pdf (Apr. 28%, 2021).

Attached as Exhibit 19 is a true and correct copy of Governor Steve Bullock’s Directive
Implementing Executive Orders 2-2020 and 3-2020 providing measures to stay at home
and designating certain essential functions,

https://ewscripps.brightspotcdn.com/b2/23/45¢ccc257489cal d1f41£510e733d/stay-at-

home-directive.pdf (Mar. 26, 2020).
Attached as Exhibit 20 is a true and correct copy of Associated Press, Montana reaches
record COVID-19 hospitalizations at 510, https://apnews.com/article/coronavirus-

pandemic-montana-united-states-health-education-5225¢da2549362{f0109£3906b7888846

(Oct. 13,2021).

Attached as Exhibit 21 is a true and correct copy of Emily Schabacker, Billings Gazette,
Montana leads country in COVID cases per 100k,

h

s://billingsgazette.com/news/local/montana-leads-country-in-covid-cases-

100k/article b33f0833-20ef-5cce-adc6-520aeeed85c6.html (Oct. 19, 2021).
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47.  Attached as Exhibit 22 is a true and correct copy of Email from Blewett School of Law
Career Development, UMT: Associate Attorney — Netzer Law Office, P.C. Job Posting

Approved, (Aug. 4, 2021).

Dated this X day of O fpbee 2021,

Donald L. Netzer %&‘/’

STATE OF MONTANA )
ss:
COUNTY OF RICHLAND )

Signed and sworn to (or afﬁrmed) before me on tmsQLg day of C) (‘.\cbbx-)\. 2021 by
Donald L. Netzer. -

DIANE MILLER
NOTARY PUBLIC for the
R State of Monkana
§ Residing &t Fairview, Montana
# My Commission Expires
November 18, 2022
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COVID-19 Home Vaccine Guide Patient & Visitor Updates About COVID-19 Post-COVID Conditions

U.S. COVID-19 vaccine tracker: See
your state’s progress

0006

Follow the U.S. vaccine rollout and compare progress across states. Mayo Clinic
experts recommend getting a COVID-19 vaccine as soon as it’s available to you.

See our data sources or read the glossary of terms.

COVID-19 vaccine rates by state

How many people have been vaccinated in each state? This map shows the
percentage of each state’s population with at least one dose of the coronavirus
disease 2019 (COVID-19) vaccine, plus the percentage of people who are fully
vaccinated. Right now, two of the three COVID-19 vaccines require two shots to
be fully vaccinated. The third vaceine requires only one shot.

Percentage of state population vaccinated

45 50 &5 60 65

O Fully vaccinated O At least 1dose

View COVID-19 vaccines by state as a table

U.S. COVID-19 vaccine rates over time

How many people in the US. are vaccinated? Track the progress of the 1.S.
population with at least one dose of the COVID-19 vaccine compared with the
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percentage of people who are fully vaccinated. Data is shown for the past 60 days.
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View U.S. COVID-19 vaccines over time as a table

This data is subject to change.
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Date Atleast1dose Fully vaccinated

10/02/2021 64.9% 56.0%

10/01/2021 64.8% ’ 55.9%

Showing 1ta 20 of 60 results.

1 2 3

U.S. COVID-19 vaccine rates by age

This chart shows the percentage of the U.S. population that has received a
vaccination, broken down by age. Kids 12 and older can get the vaccine inthe US.

O Fully vaccinated O At least 1 dose
Age Fully vaccinated
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18-24 54.3%
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Percentage of the U.S. population vaccinated

State COVID-19 vaccine rates by age

This chart shows the percentage of the population of each state that has received
avaccination, brolken down by age group. Kids 12 and older can get the vaccine in

theU.S.
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U.S. COVID-19 map: Check your local forecast

See COVID-19 hot spots and look up to two weeks into the future with

our precise prediction model.

Explore the COVID-12 map

Frequently asked questions

Why should you get a COVID-19 vaccine when it's available to you?

Are fast-tracked COVID-19 vaccines safe?

What are the side effects of the COVID-19 vaccine?




Do COVID-19 vaccines alter your DNA or cause infertility or
miscarriage?

Which vaccine should you get?

If kids don't frequently experience severe illness with COVID-19, why do

they need a COVID-19 vaccine?

Are COVID-19 vaccines free?

Do COVID-19 vaccines protect against the variants?
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With low vaccination rates, Montana's COVID

hospitalizations have continued to rise

October 13, 2021- 4:25 PM ET

Heard on All Things Considered

' AARON BOLTON -

4-Minute Listen pLavyLisT Download

Transcript .

A surge in COVID hospitalizations in Montana just won't end. Republican Gov. Greg

Gianforte is being criticized for his response.

SARAH MCCAMMON, HOST:

Nationwide, COVID hospitalizations have dropped 20% in the last two weeks. The
trend is the opposite in a handful of states, though, like Montana. Hospitalizations
have more than doubled in the last two months, and some hospitals are rationing care.
Montana's vaccination rate is among the lowest in the U.S. Montana Public Radio's
Aaron Bolton reports health care workers are exhausted, and elected leaders are being

criticized for failing to stop the surge.

AARON BOLTON, BYLINE: Like a lot of Montanans, 33-year-old Brandon Brigham
hasn't been too worried about COVID.

BRANDON BRIGHAM: Just didn't think it was no big deal. Hanging out at the bar,
playing pool.



BOLTON: But today Brigham is sitting in a hospital bed in the ICU at Billings Clinic,

one of the state's largest hospitals.
BRIGHAM: Yesterday I thought I was going to die. It's pretty terrible.

BOLTON: Like most in Montana's hospitals for COVID, Brigham is unvaccinated, a
decision he says he regrets. And hospitals now are nearly as full as during the peak last
fall. Sheila Hogan is the former head of the State Health Department.

SHEILA HOGAN: This is the first time during this pandemic that our hospitals, our
health care facilities, are reaching a breaking point. We're really seeing a crisis of

leadership.

BOLTON: Now head of the Montana Democratic Party, Hogan says the state's
Republican-majority legislature and Governor Greg Gianforte have taken actions that
go“;igainst the advice of ﬁﬁblic health experts, li'i{e banning vaécine mandates and
reducing the authority of county health officials. His health department also issued an

emergency rule, saying schools shouldn't mandate masks.

LAUREN WILSON: We've seen the rate of new infections definitely rise after school
started.

BOLTON: Dr. Lauren Wilson is vice president of the Montana chapter of the American
Academy of Pediatrics.

WILSON: And I think that reflects that not all the schools in Montana are using

layered mitigation measures to prevent spread within schools.

BOLTON: Like masking Gianforte's health department offered evidence it says shows
masks don't reduce infections. Dr. Wilson says that's not true and that Gianforte's

administration misinterpreted the literature.

WILSON: And I find it hard to believe that they took any advice from people with a
scientific background and have been coming up with this list of literature, which really

is cited inaccurately or is not part of the scientific literature.



BOLTON: Back inside the Billings Clinic ICU, a bank of computer screens monitor
patient vitals. Alarms go off when there are problems, like a COVID patient's oxygen

levels plummeting dangerously.

(SOUNDBITE OF OXYGEN ALARM BEEPING)

MADISON: Hey, Jessica (ph). It's Madison (ph). Hey, just want to make sure
somebody's in for the O2 alarm. All right, perfect. Thank you.

BOLTON: Before the pandemic, this ICU had 24 beds. But in recent weeks, staff here
are regularly caring for 40-plus patients, with some spilling over into other areas of the

hospital. Laurie Sutphin is a nurse here.

LAURIE SUTPHIN: One of the nurses said something - she misses seeing her patients
get better and walk out of here.

BOLTON: That's happening less and less?
SUTPHIN: Yeah.

BOLTON: Sutphin says the onslaught of unvaccinated COVID patients just isn't

sustainable.

SUTPHIN: The worst thing is that we had so much hope when the vaccine came out.

We thought we'd never be here again.

BOLTON: Dr. Scott Ellner, Billings Clinic's CEO, says he's now so short of people to
care for patients that he has to rely on traveling staff that cost $100 to $300 an hour.

SCOTT ELLNER: The challenge is that if we don't, we're not going to be able to serve

our communities.

BOLTON: The Montana Hospital Association asked Governor Gianforte to use federal
COVID relief dollars to hire medical staff to work in hospitals across the state. He
declined but says his administration is helping hospitals get some federal
reimbursement to hire travelers if they can find them on their own. In last month, he

sent 140 National Guard troops to help with nonclinical work. Governor Gianforte



declined to be interviewed for this story. Montana's vaccination rate is inching up, but
it's still less than 50% of residents. In the meantime, hospitals like Billings Clinic say

they are inching closer to rationing care.

For NPR News, I'm Aaron Bolton in Billings, Mont.

Copyright © 2021 NPR. All rights reserved. Visit our website terms of use and permissions pages at www.npr.org for
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Don't delay your care.

We are ready to care for you safely. Learn how we are prioritizing your safety
here. '
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2021

Billings Clinic Bozeman now seeing patients on new Bozeman campus
Billings Clinic preparing for Crisis Standards of Care

Billings Clinic Classic street party cancelled due to rising COVID-19 cases; campaign to build new NICU
continues

Billings Clinic among first in U.S. to use innovative technology for lung cancer diagnosis

Billings Clinic Bozeman holds beam signing ceremony, shares updates to plans for Ambulatory Destination
Center

First residents in Billings Clinic Psychiatry Residency program arrive in Billings
New Bozeman-based Billings Clinic air ambulance now in operation
Stillwater Billings Clinic unveils newly expanded patient care areas

g man Bank to match $50,000 in donations for new Billings Clinic NICU




Riverton Medical District Signs Letter of Intent to Affiliate with Billings Clinic
Billings Clinic Broadwater announces expansion

Billings Clinic diabetes education program earns national recognition

Billings Clinic celebrates Nurses Week, unveils sculpture honoring nurses
Billings Clinic achieves 4th Magnet® Recognition

Billings Clinic participating in early cancer detection and prevention study
Billings Clinic completes construction of new SémeDay Care Viral
Billings Clinic to expand air medical transport services

Billings Clinic introduces new pediatric infusion center

MAGNET RECOGNITION PROGRAM® — SITE VISIT
BiIllings Clinic annoﬁhces additional services in Cody, WY

Jacobs Contracting, 360 Office Solutions and the Billings Clinic Foundation providing free hand sanitizer

Published on September 15, 2021
Billings Clinic preparing for Crisis
Standards of Care

With new COVID-19 cases and related hospitalizations spiking, Billings Clinic stands in full support of the
updated Crisis Standards of Care recently announced by the Montana Department of Public Health and Human
Services (DPHHS). Although not yet in place at Billings Clinic, implementation of these measures may be needed
as early as this week if COVID-19 volumes don’t slow down.

The drastic, quick and ongoing increase in hospitalizations and Emergency Department visits due to COVID-19 is
putting immense strain on Billings Clinic and health care organizations across the region. While the hope is to not
have to implement these Crisis Standard of Care measures — which provide guidance on how to allocate limited
medical supplies, space and staff in the event of scarcity of resources due to the COVID-19 pandemic — it is
critically important that health care organizations are ready to do so if the need arises.

Billings Clinic is already using contingency standards, which are different from normal processes, but able to
achieve sufficiency of care, and is moving toward Crisis Standards of Care. We anticipate that crisis care will occur
in our r

IR . : . . . . . D
= will only stay in that stage as long as needed. It is possible to move in and out of crisis care multiple times

egion and use of this guidance will be necessary. The organization is preparing to quickly move into crisis

- the situation and needs.



“While the current increase in numbers is moving us closer to having to implement these standards, Billings Clinic
is constantly and diligently working to avoid having to do so,” said Scott Ellner, DO, Billings Clinic CEQ. “The
numbers across our region are overwhelming health care facilities and staff. We are doing everything we can to
take care of everyone who needs us, and we will continue to find ways to do that.”

To address high volumes and capacity constraints, Billings Clinic is:

¢ expanding its COVID-19 testing and monoclonal antibody treatment capabilities to provide more outpatient
services that may help keep people out of the hospital.

» creating additional temporary triage space in or near the Emergency Department to manage, diagnose and treat
the ongoeing extremely high number of patients seeking care.

* continuing to work daily with numerous agencies and organizations across the state, region and country to
bring in additional temporary staff and National Guard resources to help ease the burden on care teams.

+ opening additional overflow space for more patients.

* dedicating additional units to care only for COVID-19-positive patients.

Crisis care occurs when it is no longer possible to deliver the normal standard of care to all persons in need. This is
not a choice, but occurs when health care resources are.overwhelmed by a disaster or emergency. The goal of
medical care in this situation shifts from a focus on individual patients to managing resources in a manner that
results in the best possible health outcomes for the community as a whole. This can include decisions about how to
save the most lives by allocating or reallocating equipment such as ventilators, spaces such as ICU beds, or
decisions about when resuscitation efforts are appropriate.

The transition into crisis care can occur rapidly and may impact care of many conditions, not just persons ill with
COVID-19. These standards are guided by foundational medical ethics principles and were created by a broad-
based collaborative effort across Montana including representatives of disadvantaged and disabled persons. They
have been endorsed by Governor Gianforte and the Montana Department of Public Health and Human Services.
They provide a framework to both help prevent crisis care and to ensure that the difficult decisions made under
crisis care are fair, consistent, equitable, transparent, and do not discriminate.

The Crisis Care Guidance documents can be found on the DPHHS website under Resources from DPHHS
Partners. Please scroll to the bottom of the page in the drop-down menu section.
..
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W Centers for Disease
Contro! and Prevention

Scientific Brief; SARS-CoV-2 Transmission

Updated May 7, 2021 Print

Summary of recent changes

Updates as of May 7, 2021 ~

» This science brief has been updated to refiect current knowledge about SARS-CoV-2 transmission and
reformatted to be more concise.

# Modes of SARS-CoV-2 transmission are niow categorized as irhalation of virus, deposition ofvirus on exposed
mucous membranes, and touching mucous membranes with soiled hands contaminated with virus,

« Although how we understand transmission occurs has shifted, the ways to prevent infection with this virus have
not. All prevention measures that CDC recommends remain effective for these forms of transmission.

SARS-CoV-2 is transmitted by exposure to infectious
respiratory fluids

The principal mode by which people are infected with SARS-CoV-2 (the virus that causes COVID-19} is through exposure to
respiratory fluids carrying infectious virus. Exposure occurs in three principal ways: (1) inhalation of very fine respiratory
droplets and aerosol particles, (2) deposition of respiratory droplets and particles on expesed mucous membranes in the
mouth, nose, or eye by direct splashes and sprays, and (3) touching mucous membranes with hands that have been soiled
either directly by virus-containing respiratory fluids or indirectly by touching surfaces with virus on them.

People release respiratory fluids during exhalation (e.g., quiet breathing, speaking, singing, exercise, coughing, sneezing) in
the form of droplets across a spectrum of sizes.™ These droplets carry virus and transmit infection.

» The largest droplets settle out of the air rapidly, within seconds to minutes.

» The smallest very fine droplets, and aerosol particles formed when these fine droplets rapidly dry, are small enough that
they can remain suspended in the air for minutes to hours.

Infectious exposures to respiratory fluids carrying SARS-CoV-2 occur in three principal ways (not mutually exclusive):

1. Inhalation of air carrying very small fine droplets and aerosol particles that contain infectious virus. Risk of transmission
is greatest within three to six feet of an infectious source where the concentration of these very fine droplets and
particles is greatest.

2. Deposition of virus carried in exhaled droplets and particies onto exposed mucous membranes (i.e., “splashes and
sprays”, such as being coughed on). Risk of transmission is likewise greatest close to an infectious source where the
concentration of these exhaled droplets and particles is greatest.

3. Touching mucous membranes with hands soiled by exhaled respiratory fluids containing virus or from touching
inanimate surfaces contaminated with virus.



The risk of SARS-CoV-2 infection varies according to the
amount of virus to which a person is exposed

Once infectious droplets and particles are exhaled, they move outward from the source. The risk for infection decreases with
increasing distance from the source and increasing time after exhalation. Two principal processes determine the amount of
virus to which a person is exposed in the air or by touching a surface contaminated by virus:

1. Decreasing concentration of virus in the air as larger and heavier respiratory droplets containing virus fall to the ground
or other surfaces under the force of gravity and the very fine droplets and aeroscl particles that remain in the airstream
progressively mix with, and become diluted within, the growing volume and streams of air they encounter. This mixing is
not necessarily uniform and can be influenced by thermal layering and initial jetting of exhalations.

2. Progressive loss of viral viability and infectiousness over time influenced by environmental factors such as temperature,
humidity, and ultraviolet radiation (e.g., sunlight).

Transmission of SARS-CoV-2 from inhalation of virus in the
air farther than six feet from an infectious source can occur

With increasing distance from the source, the role of inhalation likewise increases. Although infections through inhalation at
distances greater than six feet from an infectious source are less likely than at closer distances, the phenomenon has been
repeatedly documented under certain preventable circumstances.'®?! These transmission events have involved the presence
of an infectious person exhaling virus indoors for an extended time {(more than 15 minutes and in some cases hours) leading
to virus concentrations in the airspace sufficient to transmit infections to people more than 6 feet away, and in some cases to .~
people who have passed through that space soon after the infectious person left. Per published reports, factors that increase
the risk of SARS-CoV-2 infection under these circumstances include:

= Enclosed spaces with inadequate ventilation or air handling within which the concentration of exhaled respiratory fluids,
especially very fine droplets and aerosol particles, can build-up in the air space.

* Increased exhalation of respiratory fluids if the infectious person is engaged in physical exertion or raises their voice
(e.g., exercising, shouting, singing).

+ Prolonged exposure to these conditions, typically more than 15 minutes.

Prevention of COVID-19 transmission

The infectious dose of SARS-CoV-2 needed to transmit infection has not been established. Current evidence strongly suggests
transmission from contaminated surfaces does not contribute substantially to new infections. Although animal studies?>
and epidemiclogic investigations? (in addition to those described above) indicate that inhalation of virus can cause infection,
the relative contributions of inhalation of virus and deposition of virus on mucous membranes remain unquantified and will
be difficult to establish. Despite these knowledge gaps, the available evidence continues to demonstrate that existing
recommendations to prevent SARS-CoV-2 transmission remain effective. These include physical distancing, community use of
well-fitting masks (e.g., barrier face coverings, procedure/surgical masks), adequate ventilation, and avoidance of crowded
indoor spaces. These methods will reduce transmission both from inhalation of virus and deposition of virus on exposed
mucous membranes. Transmission through soiled hands and surfaces can be prevented by practicing good hand hygiene
and by environmental cleaning.
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COVID-19 Variants Identified in Montana

Updated 5/7/2021

This map includes the counties where variants of concern and variants of interest have been detected in Montana. The
tables detail the types of variants detected, the classification of variant, and the counties in which they were detected.
Delta continues to be the dominant variant in Montana. Gf 391 specimens collected during the month of August that
have been sequenced, 382 (98%) are Delta variant. All samples sequenced between August 28 through September 3
were resulted as Delta.

Figure 1. Total COVID Variants Identified in Montana, by County, 9/7/21 (n=1197)

For more information on COVID
variants and CDC’s variant
classification system, please visit
CDC's website.

Table 1. lative SARS-CoV-2 variants det
WO RTINS

ected in Montana by classification, GISAID 9/7/2021
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B

fassificationExslanation; . 13 B B
A variant with specific genetic markers associated with changes to
receptor binding, reduced neutralization by antibodies generated
Variant of Interest against previous infection or vaccination, reduced efficacy of 95
treatments, potential diagnostic impact, or predicted increase in
transmissibility or disease severity.

A variant for which there is evidence of an increase in transmissibility,
more severe disease (increased hospitalizations or deaths), significant
Variant of Concern reduction in neutralization by antibodies generated during previous 1692
infection or vaccination, reduced effectiveness of treatments or
vaccines, or diagnostic detection failures. ‘

A variant of high consequence has clear evidence that prevention
Variant of High Consequence measures or medical countermeasures {MCMs) have significantly 0

reduced effectiveness relative to previously circulating variants.
N s P o

N "“=




Nq. . ) ..mm ) Amcouhwao__m;
‘ puepeaym
A9|lea
3loG]
uolal
SSRID) JoaMS

Janem|us

mog J9AJIS

siapueg
pngasoy
12A3s00Y

puejyIry
Hlerey

NitN{ QM MNiSnNion |«

0s

=<t
b~

sueld
lamod

1T

J3ALY Japmod

—

eJapuog
Yieg
113ys[assniy
B|NOSSIA

oQ

MINIQIOQ|F NN N[O

NI | N o

(442

I~
M~
o0
M~

w
i
o~
-

jesauiy
JaySeap
U0

o~

o

uostpew

I~

ujoau
Auaqn

e 77 s
e
uosiayar

iH

ajueln
Aajjep uspjon
L 9 Jne[g
T€ St une|es
65 EL peayierd
rd sndiad
0 uojjej
ird adpo1 1929
uosme(

™~
clolo|loclociolv|la|njo|o|miojm|ololo|ale|o|locioc|o|lo|lol—

<0
—l
A0 O

<

I~
w
=]
—
[ag]
~
=t
!

o
P
o

=
3]

™~
m
j]
Ll
o]
-l

1]
o

-
o

m
N oo oo

6v1

Q
—

s|alueq

| sr|s 0]

T
0
c 12315n)
T neamoy)
801 oL apease)
uogJen

G817

[4

6 Jajempeoug
T 8 sule|g

14

4

QIO |0IO|Iw|0 0000 0|0

uloH g

stue o g

219p SIUBLIEA 7-A\0D-SHYS SAREINLIN) ' BqEL




Note 1: The distribution of variants can be influenced by local testing capabilities. As a result, the data in table 2 may not reflect a
standardized, statewide sample of variants. Dota above are collected in collaboration with partners including, MSU, UM, Fyr
Diagnostics, CDC, and other national reference labs.

Note 2: In August 2021 B.1.427 and B.1.429 were removed from the Variants of Interest category by CDC, these variants were
subsequently removed from this variant report.

Table 3. Outcome of patients infected with SARS-CoV-2 variants in Montana, by lineage, 9/7/2021

TR # - Not S A L

o ¢ Variant linedge. - sH'dép?taiized . I-,Iosbitafi:ie&f{ “Ha _Deceased
- Variants'of | Alpha (B.1.1.7) 425 40 6
woneern ' peita (8.1.617.2) 307 86 13
Gamma (P.1) 24 6 1
i ‘\!aﬁémt.stif” Eta (B.1.525) 3 0 0.0% 0
Anterest. < o6 39 3 71% 0

Data in table 3 show the hospltallzatlon and death status for cases where that information is recorded in Montana's communicable
disease database (n=933). Nearly 22% percent of cases infected with the Delta variant were hospitalized and 13 died.

SARS-CoV-2 sequencing results are also reported to GISAID, which promotes the rapid sharing of data from all influenza viruses and
the coronavirus causing COVID-19. These results do not contain county-fevel geography for all specimens, so the data in table 2 are
the subset of the results reported 1o GISAID captured in table 4. A summary table of all the sequenting performed on SARS-CoV-2 *
specimens from Mentana and reported to GISAID is below. More information about GiSAID is available here: https:/fwww.gisaid.org

Table 4. Cumulative SARS-CoV-2 specimens sequenced in Montana by lineage, reported to GISAID, January-
Septembher 7, 2021

st s o g B

Sequences:
- notof 0
-coricern " J§ gglienced
or.interest -
839 794 1 847 50 9 86 2626

32% 30% <1% 32% 2% <1% 3%
Viruses constantly change through mutation. A variant has cne or more mutations that differentiate it from other variants in
circulation. As expected, multiple variants of SARS-CoV-2 have been documented in the US and globally throughout this pandemic.

COVID Breakthrough Cases

Breakthrough infection surveillance began in Montana on February 15, 2021. A breakthrough COVID-19 infection is defined as a
positive SARS-CoV-2 RNA or antigen detection in a respiratory specimen that is collected 214 days after completing the primary
COVID-19 vaccine series of an FDA-authorized COVID-19 vaccine. Depending on the specific vaccine administered, completion of
series could be one or two doses of vaccine.

As of 9/7/21, Montana reports 3,240 cases of confirmed breakthrough disease, this includes 211 haspitalizations and 42 deaths.
195/215 with subtyping performed are known to be infected with variants of concern or interest.

Table 5. SARS-CoV-2 vanants detected in Montana breakthrough cases by lineage, 9/7/2021

Breakthrough g 69 105 | 12 2 7 195 |
Cases E ‘ |




Variant Trends

Of 2,290 samples sequenced and reported to GISAID since January 2021. Delta has been the predominant circulating
strain in Montana for the past two months.

Figure 3 displays the percentage of each variant detected that week, among all samples sequenced that were collected
that week. For example, the week ending May 1, 136 samples were sequenced and 92 (68%) were the Alpha variant
(light yellow bar) and 26 (19%) were not variants of concern or interest {dark blue bar). Among samples collected during
the month of August, 391 samples have been sequenced so far, and 382 {98%) of those are Delta {dark orange bar). All
40 specimens collected and sequenced last week were Delta.

The overall trends in variants shows that, March through June, the Alpha variant was predominant. Beginning in July, the
Delta variant has been detected most often among sequenced samples, and is currently the dominant variant in
Montana. Not all samples have enough genetic material to be sequenced. The charts below reflect information on
specimens that were sequenced and reported to GISAID.

Figure 2. Number of COVID-19 Samples Sequenced by Collection Date, Montana, 9/7/2021 (n=2,626)
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Figure 3. Percent of COVID-19 Variants in Sequenced Samples by Collection Date, Montana, 9/7/2021
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On July 27, 2021, CDC released updated guidance on the need for urgently increasing COVID-19 vaccination coverage and a
recommendation for everyone in areas of substantial or high transmission to wear a mask in public indoor places, even if they are fully
vaccinated. CDC issued this new guidance due to several concerning developments and newly emerging data signals.

First, a significantincrease in new cases reversed what had been a steady decline since January 2021. In the days leading up to our
guidance update, CDC saw a rapid and alarming rise in the COVID-19 case and hospitalization rates around the country.

* In late june, the 7-day moving average of reported cases was around 12,000. On July 27, the 7-day moving average of cases reached
over 60,000. This case rate looked more like the rate of cases we had seen before the vaccine was widely available,

Second, new data began to emerge that the Delta variant was more infectious and was leading to increased transmissibility when
compared with other variants, even in some vaccinated individuals. This includés recently published data from CDC and our public health
partners, unpublished surveillance data that will be publicly available in the coming weeks, information included in CDCs updated Science
Brief on COVID-19 Vaccines and Vaccination, and ongoing outbreak investigations linked to the Delta variant.

Delta is currently the predominant variant of the virus in the United States. Below is a high-level summary of what CDC scientists have

recently learned about the Delta variant. More information will be made available when more data are published or released in other
formats.

Infections and Spread

The.Deigaué‘rian; causes mote infections and spreads fas}er than early forms of SARS-C“qV;Z the virus that causes COVID-19

P

+ The Delta variant is more contagious: The Delta variant is highly contagious, more than 2x as contagious as previous vartants.

» Some data suggest the Delta variant might cause more severe iliness than previous variants in unvaccinated people. In two different
studies from Canada and Scotland, patients infected with the Delta variant were more likely to be hospitalized than patients infected
with Alpha or the original virus that causes COVID-19. Even so, the vast majority of hospitalization and death caused by COVID-19 are
in unvaccinated people.

» Unvaccinated people remain the greatest concern: The greatest risk of transmission is among unvaccinated people who are much
more likely to getinfected, and therefore transmit the virus. Fully vaccinated people get COVID-19 (known as breakthrough
infections) less often than unvaccinated people. People infected with the Delta variant, including fully vaccinated people with
symptomatic breakthrough infections, can transmit the virus to others. CDC is continuing to assess data on whether fully vaccinated
people with asymptomatic breakthrough infections can transmit the virus.

* Fully vaccinated people with Delta variant breakthrough infections can spread the virus to others. However, vaccinated people
appear to spread the virus for a shorter time: For prior variants, lower amounts of viral genetic material were found in samples taken
from fully vaccinated people who had breakthrough infections than from unvaccinated people with COVID-19. For people infected
with the Delta variant, similar amounts of viral genetic material have been found among both unvaccinated and fully vaccinated
people, However, like prior varfants, the amount of viral genetic material may go down faster in fully vaccinated people when
compared to unvaccinated people. This means fully vaccinated people will likely spread the virus fer less time than unvaccinated
people.

Vaccines

Vaccines in the US are highly effective, incliding against the Delta variant .

i



« The COVID-19 vaccines approved or authorized in

the United States are highly effective at preventing ' The Delta varlant spreads more easﬂy than

severe disease and death, including against the r t it h
Delta variant. But they are not 100% effective, and P evious varian s—Iit may cause more than

some fully vaccinated people will become infected 2X as many infec;tions
(called a breakthrough infection) and experience L
illness. For all people, the vaccine provides the

best protection against serious iliness and death.

e Vaccines are playing a crucial role in limiting
spread of the virus and minimizing severe disease.
Although vaccines are highly effective, they are
not perfect, and there will be vaccine
breakthrough infections. Millions of Americans are
vaccinated, and that number is growing. This
means that even though the risk of breakthrough
infections is low, there will be thousands of fully
vaccinated people who become infected and able
to infect others, especially with the surging spread
of the Delta variant. Low vaccination coverage in
many communities is driving the current rapid
surge in cases involving the Delta variant, which
also increases the chances that even more
concerning variants could emerge,

* Vaccination is the best way to protect yourself, ) ; T
your family, and your community, High v e e T e s W e e e T
.vaccination coverage will reduce spread of the’ 4 view Larger+ )
virus and help prevent new variants from
emerging, COC recommends that everyone aged 12 years and older get vaccinated as soon as possible.

Masks

g‘ :
i Given what we know about the Delta vanant, vaccme effectweness, and current vaccine coverage. Iayered prevention strategles,
;. including wearing masks, are needed to reduce the.transmission of this variant

* At this time, as we build the level of vaccination nationwide, we must also use all the prevention strategies available, including
masking indoors in public places, to stop transmission and stop the pandemic. Everyone who is able, including fully vaccinated
people, should wear masks in public indoor places in areas of substantial or high transmission,
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This information is intended for a general audience, Healthcare providers should see Underlyi thedica,lrc_onditionS“
Associated with Higher Risk for Sé\ger'e_, COVID-19 for more detailed information,

What Yoﬁ Need To Know

= People of any age with the conditions listed below are more likely to get severely ill from COVID-19.

= COVID-19 vaccines (initial doses and boosters) and preventive measures for COVID-19 are important, especially if
you are older or have multiple or severe health conditions including those on this list. Approved and
authorized COVID-19 vaccines (initial doses and boosters) are safe and effective and should be administered to
people at higher risk including people with underlying medical conditions.

* This list does not include all possible conditions that place you at higher risk of severe illness from COVID-19. If you
have a condition not included here, talk to your doctor about how best to manage your condition and protect
yourself from COVID-18.

Overview

People of any age with the following conditions are more likely to get severely ill from COVID-19, Severe illness means that a
person with COVID-19 may:

« Be hospitalized
¢ Need intensive care
« Require a ventilator to help them breathe

+ Die
In addition:

= QOlder adults are more likely to get severely ill from COVID-19. More than 81% of COVID-19 deaths accur in people over
age 65. The number of deaths among people over age 65 is 80 times higher than the number of deaths among people
aged 18-29.

¢ The risk of severe COVID-19 increases as the number of underlying medical conditions increases in a person

» Long-standing systemic health and social inequities have put various groups of people at increased risk of getting sick
and dying from COVID-19, including many people from certain racial and ethnic minority groups and people with
disabilities.



_ Studies have shown people from racial and ethnic minority groups are also dying from COVID-19 at younger ages.
People in minority groups are often younger when they develop chronic medical conditions and may be more likely
to have more than one condition.

- People with disabilities are more likely than those without disabilities to have chronic health conditions, live in
congregate settings, and face maore barriers to healthcare. Studies have shown that some people with certain
disabilities are more likely to get COVID-19 and have worse outcomes.

COVID-19 vaccination (initial doses and boosters) and preventive measures for COVID-19 are important, especially if you are
older or have multiple or severe health conditions. Learn more about CDC’s COVID-19 vaccination recommendations,
including how medical conditions and other factors inform recommendations. If you have a medical condition, learn more
about Actions You Can Take.

Medical Conditions

« This list'i is presented in alphabetical order and not in order of rlsk

» CDC completed ah evidence revzew process for each medical condltlon on thls |ISt to ensire they met criteria for
inclusion on this list. COC conducts ongaing reviews of additiona! underlymg condmons and some of these
. conditions mtght have enough evidence to be added to the list.

"+ Aswe are learning more about Covib- 19 every day, this list does not: mclude all medlcal condltlons that placea
~ person at higher risk of severe’ |Ilness from COVID-19. Rare medrcal conditions; |nc[ud|ng many conditions that’
pnmanty affect children, may not be included below. The list wnil be updated as the science evolves.

o Agerson with a condition that |s not Ilsted miay still be at greater risk of severe |Ilness from COViD-1 Sthan people : =
‘of similar age who do not have the condlt:on and should talk w1th their healthcare prowder - . R R

Cancer

Having cancer can make you more likely to get severely ill from COVID-19. Treatments for many types of cancer can weaken
your body's ability to fight off disease. At this time, based on available studies, having a history of cancer may increase your
risk.

Get more information:
¢ Cancer | CDC

e American Cancer Society: What Peaple with Cancer Should Know about Coronavirus [

Chronic kidney disease

Having chronic kidney disease of any stage can make you more likely to get severely ill from COVID-19.
Get more information:

¢ Chronic kidney disease
¢ National Kidney Foundation: Kidney disease and COVID-19 [§

Chronic liver disease

Having chronic liver disease, such as alcohaol-related liver disease, non-alcoholic fatty liver disease, and autoimmune hepatitis,
and especially cirrhosis, or scarring of the liver, can make you more likely to get severely ill from COVID-19.

Get more information:

» Ljver Disease | NIDDK (nih.gov) [4
+ American Liver Foundation: Your Liver & COVID-19 [4



Chronic lung diseases

Having chronic lung diseases can make you more likely to get severely ill from COVID-19. These chronic lung diseases may
include:

+ Asthma, if it's moderate to severe

» Bronchiectasis (thickening of the lungs airways)

» Bronchopulmonary dysplasia (chronic lung disease affecting newborns)

= Chronic obstructive pulmonary disease (COPD), including emphysema and chronic bronchitis

» Having damaged or scarred lung tissue such as interstitial lung disease (including idiopathic pulmonary fibrosis)
+ Cystic fibrosis, with or without lung or other sclid organ transplant

¢ Pulmonary embolism (blood clot in the lungs)

« Pulmonary hypertension {high blood pressure in the lungs)
Get more information:

s COPD | CDC

+ Asthma | CDC

» People with Moderate to Severe Asthma | CDC
« American Lung Association: Controlling Chronic Lung Diseases Amid COVID-19 [4
e Cystic Fibrosis | CDC

Dementia or other neurological conditions
Having neurological conditions, such as dementia, can make you more likely to get severely ill from COVID-19.
Get more information:

¢ Dementia | CDC

e Alzheimer’s Association: COVID-19, Alzheimer's and Dementia [

Diabetes (type 1 or type 2)

Having either type 1 or type 2 diabetes can make you more likely to get severely ill from COVID-19.
Get more information:
* Diabetes | CDC

= American Diabetes Association: How COVID-19 Impacts People with Diabetes [4

Down syndrome

Having Down syndrome can make you more likely to get severely ill from COVID-19.
Get more information:

» Down syndrome | CDC
o Global Down Syndrome Foundation [4
» National Down Syndrome Society: COVID-19 and Down Syndrome [

Heart conditions

Having heart canditions such as heart failure, coronary artery disease, cardiomyopathies, and possibly high blood pressure
thvnerten<inn! can make van more likelv ta ost <everelv ill from COVIN-19
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Get more information:

+ Heart Disease | CDC
« COVID-19 | American Heart Association {4

HIV infection

Having HIV {Human Immunodeficiency Virus} can make you more likely to get severely ill from COVID-19.
Get more information:

+ HIV Infection | CDC
= Interim Guidance for COVID-19 and Persons with HIV [4

Immunocompromised state (weakened immune system)

Having a weakened Immune system can make you more likely to get severely ill from COVID-19. Many conditions and
treatments can cause a persan to he immunocempromised or have a weakened immune system. Primary immunodeficiency
is caused by genetic defects that can be inherited. Prolonged use of corticosteroids or other immune weakening medicines
can lead to secondary or acquired immunodeficiency.

People who have a condition or are taking medications that weaken their immune system may not be protected even if they
Lare fully vaccinated. They should continue to take all'precautiops recommended for unvaccinated people, including wearing a -
well fitted mask, untll adwsed othemnse by thelr healthcare provider.

People wuth moderately to severely compromlsed immune systems should recewe an addltlonal dose of mRNA COVID-1 9
i, vaccine at Ieast 28 days after the second dose.. ’ : : o

Get more information:

e Types of Primary Immune Deficiency Diseases [4
The Jeffrey Modell Foundation {4

Immune Deficlency Foundation [4

»

L)

= Primary Immunodeficiency (Pl) | CDC

Mental health conditions

Having mood disorders, including depression, and schizophrenia spectrum disorders can make you more likely to get
severely ill from COVID-19.

Get more information:

= NIMHM » Shareable Resources on Coping with COVID-12 (nih.gov) [4
o NIMH » Depression (nih.gov) [
« Mood Disorders | MentalHeaith.gov 4

Overweight and obesity

Overweight (defined as a body mass index (BML) > 25 kg/m2 but <30 kg/m?2), obesity (BMI =30 kg/m2 but < 40 kg/m32), or severe
obesity (BMI of 240 kg/m?), can make you more likely to get severely ill from COVID-19. The risk of severe COVID-19 illness
increases sharply with elevated BMI,

Get more information:

s« Qbesity | CDC
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« Obesity Action Coalition: COVID-19 and Obesity [4

Pregnancy

Pregnant and recently pregnant people (for at least 42 days following end of pregnancy) are more likely to get severely ilt from
COVID-19 compared with non-pregnant people.

Get more information:

= Pregnant and Recently Pregnant People ] CDC
e Toolkit for Pregnant Peaple and New Parents | CDC
¢ Investigating the Impact of COVID-19 during Pregnancy | CBC

Sickle cell disease or thalassemia

Having hemoglobin blood disorders like sickle cell disease (SCD} or thalassemia can make you more likely to get severely ill
from COVID-19,

Get more information:
= Sickle Celi Disease | CDC

o Thalassemia | CDC

Smoking, current or former

Being a current or former cigarette smoker can make you more likely to get severely ill from COVID-19. If you currently
smoke, quit. If you used to smoke, don't start again. If you've never smoked, don't start.

Get more information:;

+ Smoking & Tobaceo Use | CDC
* How to Quit Smoking | Quit Smoking | Tips From Former Smokers | CDC
a Health Benefits of Quitting Smoking | CDC

Solid organ or blood stem cell transplant

Having had a solid organ or blood stem cell transplant, which includes bone marrow transplants, can make you more likely to
get severely ill from COVID-19,

Get more information:

o Transplant Safety | CDC
s COVID-19 Resources for Transplant Community (4

Stroke or cerebrovascular disease, which affects blood flow to the brain

Having cerebrovascular disease, such as having a stroke, can make you more likely to get severely ill from COVID-19,
Get more information:

» Stroke | CDC
+ COVID19 Stroke Podcast Series for Patients and Caregivers [4

Substance use disorders



Having a substance use disorder (such as alcohol, opioid, or cocaine use disorder) can make you more likely to get severely ill
from COVID-19.

Get more information:

« How to Recognize a Substance Use Disorder [4

* Drug Overdase | Injury Center | CDC

Tuberculosis

Having tuberculosis can make you more likely to get severely ill from COVID-19.
Get more information:

» Basic TBFacts | TB | CDC
¢ Public Health Emergencies | TB | CDC

Additional Information on Children and Teens

While children have been less affected by COVID-19 compared with adults, children can be infected with the virus that

" causes COVID-19, apd some children develop severe illness. Children with underlying medical conditions are at increased -

risk for severe illness compared to children without underlying medical conditions. -

Current evidence suggests that children with medical complexity, with genetic, neurologic, or metabolic conditions, or with
congenital heart disease can be at increased risk for severe illness from COVID-19. Similar to adults, children with obesity,
diabetes, asthma or chronic lung disease, sickle cell disease, or immunosuppression can also be at increased risk for severe
iliness from COVID-19. One way to protect the health of children not currently eligible for vaccination is to ensure that
everyone who is eligible in a household is fully vaccinated against COVID-19.

s Children, Teens, and Young Adults | CDC
* COVID-19 Parental Resources Kit | CDC

Actions You Can Take

In general, the older you are, the more health conditions you have, and the more severe the conditions, the more important it
is to take preventive measures against COVID-19 such as vaccination, wearing a mask, social distancing, and practicing hand

hygiene. Please contact your state, tribal, local, or territorial health department for more information on COVID-19 vaccination
inyour area.

Itis important for people with medical conditions and their providers to work together and manage those conditions carefully
and safely. Get vaccinated for COVID-19 as soon as you can, including taking boosters if and when they are recommended for
you. If you have a medical condition, the following are actions you can take based on your medical conditions and other risk
factors:

Seek care when needed

« Call your healthcare provider if you have any concerns about your medical conditions or if you get sick and think that
you may have COVID-19. Discuss steps you can take to manage your health and risks. 1f you need emergency help, call
911 right away.

¢ Do not delay getting care for your medical condition because of COVID-19. Emergency departments, urgent care, clinics,
and your health provider or doctor have infection prevention plans to protect you from getting COVID-19 if you heed
care.

.
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Continue your medicines and do not change your treatment plan without talking to your healthcare provider.

Have at least a 30-day supply of prescription and non-prescription medicines. Talk to a healthcare provider, insurer, or
pharmacist about getting an extra supply (i.e., more than 30 days) of prescription medicines, if possible, to reduce your
trips to the pharmacy.

Follow your current treatment plan (e.g., Asthma Action Plan, dialysis schedule, blood sugar testing, nutrition, and
exercise recommendations) to keep your medical condition under control.

When possible, keep preventive care and other routine healthcare appointments (e.g., vaccinations and blood pressure
checks) with your provider. Check with your provider about safety precautions for office visits and ask about
telemedicine or remote healthcare visit options.

Learn about stress and coping. You may feel increased stress during this pandemic. Fear and anxiety can be
overwhelming and cause strong emotions.

Accommodate dietary needs and avoid triggers

Have shelf-stable food choices available to accommodate dietary needs based on your medical condition (e.g., kidney
diet and KCER 3-Day Emergency Diet Plan [4 , diabetic diet).

« Know the triggers for your condition and avoid when possible (e.g., avoid asthma triggers by having another member of

your household clean and disinfect your house for you or avoid possible sickle cell disease triggers to prevent vaso-
occlusive episodes or pain crises).

Last Updated Oct. 14, 2021
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——COVID DATA TRACKER ’“/J\—

NOW AVAILABLE

Rate of COVID-19-Associated
Hospitalizations by Vaccination Status

Rate per 100,000 population

FEB 2021

Find the latest data on
CDC's COVID Data Tracker 1/30/21-8/28/21

3N543-CH

= View Larger

COVID-19 cases, hospitalizations, and deaths continue to decline, while the number of people who have received at least one
dose of a COVID-19 vaccine continues to increase. As of October 21, 2021, more than 189 million people in the United States
(approximately 57% of the total U.S. population) are fully vaccinated against COVID-19. Everyone should get vaccinated
against COVID-19 as soon as they are eligible, including people who have already had COVID-19.

Studies show that the incidence of COVID-19 infection, hospitalization, and death is higher among people who are
unvaccinated compared to people who are fully vaccinated. A new COVID Data Tracker page shows that in August 2021,
people who were unvaccinated were 11 times more likely to die from COVID-19 than people who were fully vaccinated. A
second new COVID Data Tracker page shows that people who were unvaccinated were 12 times more likely to be hospitalized
with COVID-19 compared to people who were fully vaccinated.* Additionally, a recent CDC-supported evaluation found that
two doses of Pfizer-BioNTech vaccine were 93% effective at preventing COVID-19 hospitalization in adolescents ages 12-18
years.

Getting vaccinated against COVID-19 helps protect people from getting sick with or severely ill from COVID-19. People who are
unvaccinated remain the most vulnerable to COVID-19. COVID-19 vaccination, along with layered prevention strategies,
continues to be our best defense against severe disease. Getting a COVID-19 vaccine is fast, easy, and free. To find a vaccine
provider near you, visit vaccines.gov or your state or local public health department website.



*Preliminary analyses through August 2021 show that among adults 18 years of age and older, the age-adjusted hospitalization rate was 12
times higher in unvaccinated people than those who were vaccinated. Among adults between 18-49 years of age, the rate was 14 times higher.
And among adults 65 years and older, the rate was 9 times higher,

Note to readers; COV[D-19 vaccines are effective and are a critical tool to bring the pandemic under control. However, no
vaccine Is 100% effective at preventing illness and some “breakthrough infections” resulting in hospitalizations are
expected among people who are fully vaccinated. Based on data from COVID-NET, of COVID-19-associated hospital
admissions from January-August 2021, 7% were fully vaccinated; in August 2021, 21% were fully vaccinated. The
proportion of patients hospitalized with COVID-19 who are fully vaccinated is expected to increase as more people get
vaccinated even though these vaccines are highly effective against hospitalization and death.

Re po rted Cases Daily Trends in COVID-19 Cases in the United States
Reported to CDC
The current 7-day moving average of daily new cases
(73,079} decreased 15.1% compared with the previous 7- = /-Day moving average
day moving average (86,046). A total of 45,149,234
COVID-19 cases have been reported as of October 20, "
2021. 2
| 45,149,234 73,079 o

.» Total Cases Reported .~ Current 7-Day Average* -~ n

86,046 -15.1% b
Change in 7-Day Average LR I L A

Prior 7-Day Average

since Prior Week s
+% View Larger

*Historical cases are excluded from daily new cases and 7-day
average calculations until they are incorporated into the dataset for
the applicable date. Of 127,768 historical cases reported retroactively,
3,280 were reported in the current week and 3,611 were reported in
the prior week.

SARS-CoV-2 Variants SARS-CoV-2 Variants Circulating in the United States

Currently, Delta is the only variant classified as a Variant I T ™

~ of Concern (VOC} in the United States. Nowcast
projections* for the week ending October 16,2021,
estimate the national and regional proportions of the
Delta variant to be greater than 99%.

*The median time from specimen collection to sequence data
reporting is about 3 weeks. As a result, weighted estimates for the
most recent few weeks may be unstable or unavailable. CDC's
Nowcast is a data projection tool that helps fill this gap by generating
timely estimates of variant proportions forvariants that are
circulating in the United States. View Nowcast estimates on CDC's
COVID Data Tracker website on the Variant Proportions page.
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The U.5, COVID-19 Vaccination Program began Daily Change in the Total Number of Administered COVID-19
December 14, 2020. As of Cctober 21, 2021, 411 million Vaccine Doses Reported to CDC by the Date of CDC Report,
vaccine doses have been administered. Overall, about United States

219.6 million people, or 66.2% of the total U.S.

population, have received at least one dose of vaccine. mem7-Day mMoving average

About 189.9 million people, or 57.2% of the total U.S.
population, have been fully vaccinated.* About 11.6
million additional/booster doses in fully vaccinated
people have been reported. As of October 21, 2021, the
7-day average number of administered vaccine doses
reported {by date of CDC report) to CDC per day was
795,156, a 5.5% decrease from the previous week.

CDC's COVID Data Tracker Vaccination Demographic
Trends tab shows vaccination trends by age group. As of
October 21, 2021, 96% of people ages 65 years or older
have received at least one dose of vaccine and 84.5% are
fully vaccinated. More than three-quarters (79.2%) of
people ages 18 years or older have received at least one
dose of vaccine and 68.7% are fully vaccinated. For .
people ages 12 years or older, 77.4% have received at - et
least one dose of vaccine and 66.9% are fully vaccinated.

°% View Larger

S A1010650 el

; Vaccmes Admmlstered
H

R Y DOV S SRS e ST ARSI PR OSUR A, R

“More Vactinaties

219,624,445 189,924,447
People who received at People who are fully
least one dose vaccinated*
= i g e e R T g
; 66 2% . L 57.2% i
| Percentage of the us- i .Percentage of the: US .
é populanon thathass  ~7* populatlon that. has been
E -received atleast one Y .fully vaccmated*
dose~ - Ca T e
Ew & G Rem N mem n me e S b AN CamtE a0 PimY Yl YBaNak Eank L0 B0me S aiaeim e w e
+0.6 +0.5
Percentage point Percentage point
increase from last week increase from last week

*Represents the number of pecple who have received the second
dose in a two-dose COVID-19 vaccine series (such as the Pfizer or
Moderna vaccines) or one dose of the single-shot Johnson &
Johnsan's Janssen vaccine.

H ospitalizations o Daily Trends in Number of New COVID-19 Hospital
- . Admissions-in the United States '
- New Hospltal Adm|SS|0ns : i '
The current 7-day daily average for October 13-October
19, 2021, was 6,004, This.is an 10. 3% decrease from the
" prior 7-day average (6,695) from October 6-October 12,
<2027, ‘



3,185,778 6,004
Total New Admissions Current 7-Day Average

6,695  -10.3%
Prior 7-Day Average Change in 7-Day Average

Now Autmt rytherrd Tty mizh Caofe meed GVl 1

The start of consistent reporting of hospital admissions data was

August 1, 2020, o X
¢ View Larger

New admissions are pulled from a 10 am EST snapshot of the
HHS Unified Hospital Timeseries Dataset. Due to potential
reporting delays, data from the most recent 7 days, as noted in
the figure above with the grey bar, should be interpreted with
caution. Small shifts in historic data may also occur due to
changes in the.Centers for Medicare and Medicaid Services
(CMS) Provider of Services file, which is used to identify the
cohort of included hospitals.

More Hospital Data:

" R
-

COVID-NET: H ospitali zation Rates Hospitalization Rates by Vaccination Status in Adults
by Vaccination Status in Adults "

CDC's Coronavirus Disease 2019-Associated
Hospitalization Surveillance Network (COVID-NET) shows
that through August 2021, rates of COVID-19-associated
hospitalizations are higher in unvaccinated adults
compared to fully vaccinated adults regardless of age.
The age-adjusted COVID-19-associated hospitalization
rate among adults ages 18 years and older was 12 times LA G A A A 4
higher in unvaccinated people than in those who were
vaccinated. Age-specific rates of COVID-19-associated
hospitalizations are 14 times higher among
unvaccinated adults ages 18-49 years, 15 times higher
among unvaccinated adults ages 50-64 years, and 9
times higher among unvaccinated adults ages 65 years
and older.
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The Coronavirus Disease 2019 {COVID-19)-Assocfated Hospitalization
Surveillance Network (COVID-NET) is an additional source for
hospitalization data collected through a network of more than 250
acute-care hospitals'in 14 states (representing ~10% of the U.S,
population). Detailed data on patient demographics, including
race/ethnicity, underlying medical conditions, medical interventions,
and clinical outcomes, are standardized case reporting form.

. More GOVID-NET Data

Deaths Daily Trends in Number of COVID-19 Deaths in the United
States Reported to CDC

The current 7-day moving average of new deaths (1,253)

has decreased 4.3% compared with the previous 7-day w7 -Day Moving average

moving average (1,309). As of Octaber 20, 2021, a total

of 730,368 COVID-19 deaths have been reported in the

United States.



730,368 1,253 N

Total Deaths Reported Current 7-Day Average*
' 1,309 , -4.3% <
Prior 7-Day Average ' Change in 7-Day Average @

Since Prior Week u

FEE 1

*Historical deaths are excluded from the daily new deaths and 7-day

average calculations until they are incorporated into the dataset by 4 View Larger
their applicable date. Of 10,471 historical deaths reported

retroactively, 1,170 were reported in the current week; and 470 were

reported in the prior week. More Death-Data

Testing COVID-19 NAAT Laboratory Test 7-day Percent Positivity by
State/Territory
The percentage of COVID-19 NAATSs (nucleic acid
amplification tests)* that are positive (percent positivity)
has decreased from the previous week. The 7-day
average of percent positivity from NAATS is now 5.2%.
The 7-day average number of tests reported for October
8-October 14, 2021, was 1,416,658, down 7.4%, from
1,529,545 for the prior 7 days.

607,673,640
Total Tests Reported

1,416,658 52%
7-Day Average Tests 7-Day Average %

Reported - Positivity - a8 st eI s ses e
5.6% -6.6% 34 View Larger

‘Previous 7-Day Average Change in 7-Day

% Positivity Average % Positivity ‘ ‘More Testing Data
since Prior Week ’ '

*Test for SARS-CoV-2, the virus that causes COVID-19

What's New

» New How to Use COVID Data Tracker video highlights the many ways COVID Data Tracker can be used to access
important data, including cases and deaths, hospitalizations, variants, vaccination progress, and more.

= New COVID Data Tracker Hospitalizations by Vaccination Status - COVID-NET tab shows hospitalization rates by
vaccination status

+ New COVID Data Tracker Rates of Cases and Deaths by Vaccination Status tab shows infection and death rates by
vaccination status

¢ Updated COVID Data Tracker Vaccinations in the US tab now shows booster dose data by jurisdiction

» Effectiveness of Pfizer-BioNTech mRNA Vaccination Against COVID-19 Hospitalization Among Persons Aged 12-18
Years — United States, June-September 2021doi: http://dx.dol.org/10.15585/mmwr.mm7037a3
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Key Findings

The mortality rate for all
causes increased by 14% in
2020 compared with 2015-
2019.

Provisional data indicate
that that the number of
deaths exceeded the
number of births in 2020
(12,018 deaths versus
10,791 live births).

COVID-19 was the 3™
leading cause of death in
Montana in 2020.

The mortality rate for drug
poisoning deaths and
suicides in 2020 was
simitar to 2015-2019.

The mortality rate for
chronic liver disease and
alcohol-induced deaths
were significantly higher in
2020 compared with
2015-2019.

March 15, 2021
Updated June 14, 2021

Todd M. Koch, MPH
Lead Vital Statistics
Epidemiologist
Office of Epidemiology and

Scientific Support

406-444-1756

Provisional Leading Causes of Death and Other Select
Causes in Montana, 2020 and 2015-2019

Introduction

The coronavirus disease {COVID-19) pandemic had a profound impact an the health
and daily lives of residents in the United States {US) and Montana. To understand the
effect the COVID-19 pandemic had on mortality among Montanans, this report
describes deaths oceurring in 2020 compared to the previous five-year period of 2015—
2019 by the 15-leading causes of death and other select causes, specifically drug
poiscning and alcohol-induced deaths.

Methods

Data used in this report come from the Montana death certificates collected by the
Montana Office of Vital Records and were limited to Montana residents. Deaths were
tabulated by underlying cause using the International Classification of Diseases 10t
Revision (ICD-10).! Leading causes of death are classified according to the National
Center for Health Statistics Instruction Manual Part 9 which includes the addition of
COVID-19 (U07.1).2 Alcohol-induced deaths included the following ICD-10 codes; E24.4,
Alcohol-induced pseudo-Cushing syndrome; F10, Mental and behavioral disorders due
to alcohol use; G31.2, Degeneration of nervous system due to alcohol; G62.1, Alcoholic
polyneuropathy; G72.1, Alcoholic myopathy; (42.6, Alcoholic cardiomyopathy; K29.2,
Alcoholic gastritis; €70, Alcoholic liver disease; K85.2, Alcohol-induced acute
pancreatitis; K86.0, Alcohol-induced chronic pancreatitis; R78.0, Finding of alcohol in
blood; X45, Accidental poisoning by and exposure to alcohol; X65, Intentional self-
poisoning by and exposure to alcohol; and Y15, Poisoning by and exposure to alcohol,
undetermined intent, Drug poisoning deaths were defined as having an ICD-10
underlying cause of death code of X40-X44 (unintentional poisoning), X60-X64 {suicide),
X85 {homicide), or Y10-Y14 (undetermined intent).

Age-adjusted mortality rates were calculated using the direct method using the 2000
US standard population.? Rates between year groups were compared and considered
statistically different if the 95% confidence intervals did not overlap.

Data in this report for deaths occurring in 2020 are provisional; provisional counts are
not final and are subject to change. As of February 25, 2021, 98.6% of Montana death
certificates were assigned 1CD-10 codes for the underlying cause of death.
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Results

In 2020, the all-cause mortality rate significantly increased by 14% from 747.0 deaths per 100,000 population in 2015—
2019 to 852.6 in 2020 (Table). There were approximately 1,900 excess deaths in 2020 compared to the average number
per year in the previous 5-year period (2015-2019) (Table). Provisional vital statistics data indicate that the number of
deaths exceeded the number of births in 2020 (12,018 deaths versus 10,791 live births), the first-year deaths exceeded
hirths since records started in 1908.

Heart disease and cancer were the first and second leading causes of death in 2020 and 2015-2019, accounting for
approximately 37% and 42% of all deaths, respectively. COVID-19-associated mortality was the 3™ leading cause of
death in 2020 attributing to 9% of all deaths in 2020.

Deaths due to chronic liver disease and homicide were significantly higher in 2020 compared with 2015-2019 (Table).
Meanwhile, deaths from chronic lower respiratory disease and influenza and pneumonia were significantly lower in
2020 compared with 2015-2019 {Table).

.

Deatﬂ:s associated with substance use disorder or mental health crisis were also examined. Ai]cohol-induced deaths were
significantly higher in 2020 compared with 2015-2019 {Figure). Meanwhile, drug poisoning deaths and suicides in 2020
were similar to 20152019 (Figure).

Discussion

The COVID-19 pandemic had a profound impact on mortality among Montana residents in 2020. The maortality rate for
all-causes significantly increased by 14% in 2020 compared with the previous 5-year period (2015-2019). This increase
was, in part, due to the number of COVID-19-associated deaths, which was the 3™ leading cause of death for 2020.

Deaths from influenza and pneumonia and chronic lower respiratory diseases in Montana decreased in 2020. This was
likely due to decreased influenza activity in the US and elsewhere in 2020—which coincided with COVID-19 mitigation
measures.*

Deaths from chronic liver disease and alcohol-induced deaths increased significantly in 2020 compared to the previous
5-years {2015-2019). The disease processes that lead to alcohol-related deaths accumulate over many years-and more
information is needed to determine what factors may be associated with the observed increase. In addition, the
homicide death rate significantly increased over 60% in 2020 compared with 2015-20189. In comparison with other

~ leading causes of deaths, homicide deaths were the fewest, and more information from other data sources, such as
autopsy or police reports, is needed to determine the factors associated with the observed increase. While Montana has
historically had one of the highest rates of suicide in the US, deaths from suicide in 2020 were similar to the previous
five-year period. Drug poisoning deaths in 2020 were also similar to 2015-2019,

State and local public health jurisdictions should continue surveillance of mortality among Montana residents through
the duration of the COVID-19 pandemic.
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Table. Number and age-adjusted mortality rate among Montana residents by underlying cause of death, 2020 and

2015-2019.
2020* 2015-2019
2020
Average number per compared
Rank' | Underlying Cause of Death | Number Rate" (95% C1) year (minimum-— Rate® (95% CI) with
maximum) 2015~
2019°
1 | Heart Disease 2,365 | 161.6(154.4-167.8) 2,206 (2,103-2,349) | 157.5 (154.5-160.6) =
2 | Cancer 2,114 | 142.7 {136.5-149.1) 2,088 (2,032-2,142) 147.8 (144.9-150.8) =
3 | COVID-19 Infection 1,104 75.8 {71.3-80.5) 0 0 N/A
4 | Chronic Lower Respiratory 653 42.5 (39.3-46.0) 720 (679-759) 50.8 (49.2-52.6) b
Disease :
5 | Non-Motor Vehicle 484 39.0 {(35.5-42.9) 425 {398-463) 35.1(33.6-36.8) =
Accidents ) ) . .
6 | Cerebrovascular Disease 441 30.6 (27.8°33.7) 443 (414-487) 32.2 (30.8-33.6) =
7 | Alzheimer's Disease 342 23.9(21.4-26.6) 302 (277-326) 21.7 (20.6-22.9) =
8 | Diabetes 337 23.5(21.0-26.3) 294 (266—-321) 21.7 (20.5-22.9) =
9 | Suicide 287 25.2(22.2-28.4) 280 {262—312) 26.1(24.7-27.6) =
10 | Chronic Liver Disease 231 18.7 (16.2-21.5) 174 (153-196) 14.5 (13.4-15.5) ™
11 | Motor Vehicle Accidents 198 18.9(16.3-21.8) 193 (177-219) 18.0 (16.9-19.3) =
12 | Nephritis 156 10.6 (9.0-12.6) 138 {120-154) 9.9(9.1-10.7) =
13 | Influenza and Pneumonia 119 8.0 (6.6-9.7) 164 {148-186) 11.9(11.0-12.7) N7
14 | Homicide 63 6.5 (4.9-8.3) 40 (38-42) 4.0 (3.4-4.6) 1+
15 | Congenital Malformations 36 3.3(2.3-4.7) 37 {28-45) 3.5 (2.9-4.0) =
Other Causes 2,924 | 209.6(201.8-217.6) 2,582 (2,501-2,752) | 191.7(188.3-195.1) 4
Missing** 164 12.2 (10.3-14.3) 0 0 N/A
Total deaths 12,018 | 852.6(837.0-868.6) | 10,086 (9,902~-10,403) | 747.0(740.3-753.7) T
Abbreviation: 95% Cl=95% Confidence Interval
*Data are provisional and are subject to change.
*Rank based on the number of deaths observed in 2020
SAge-adjusted rate per 100,000 population
14 statistically higher; J- statistically lower; = statistically equal
**Underlying cause of death were not available as of February 25, 2021.
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Figure. Age-adjusted mortality rates for drug poisoning, alcohol-induced, and suicide associated deaths among
Montana residents, 2020 and 2015-20185.
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! world Health Organization. International Statistical Classification of Diseases and Related Health Problems-10th Revision Sth ed.
Geneva, (CH): WHO Press; 2016.

2 National Center for Health Statistics. List of 113 Selected Causes of Death, Enterocolitis due to Clostridium difficile, and COVID-19.
In: NCHS Instruction Manual Part 9. 2020.

3 Klein RJ, Schoenborn CA. 2001. Age Adjustment Using the 2000 Projected U.S. Population. U.S. Dep. Heal. Hum. Serv, Natl. Cent.
Heal. Statistics

4 Oisen SJ, Azziz-Baumgartner E, Budd AP, et al, Decreased Influenza Activity During the COVID-19 Pandemic — United States,
Australia, Chile, and South Africa, 2020. MMWR Morb Mortal Wkly Rep 2020; 69:1305-1309.
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FDA NEWS RELEASE

FDA Approves First COVID-19 Vaccine

Approval Signifies Key Achievement for Public Health

For Immediate Release:
August 23, 2021

Espafiol (https://www.fda.gov/news-events/press-announcements/la-fda-aprueba-la-primera-vacuna-contra-el-covid-19)
J

Today, the U.S. Food and Drug Administration approved the first COVID-19 vaccine. The
vaccine has been known as the Pfizer-BioNTech COVID-19 Vaccine, and will now be marketed
as Comirnaty (koe-mir’-na-tee), for the prevention of COVID-19 disease in individuals 16 years
of age and older. The vaccine also continues to be available under emergency use authorization
(EUA), including for individuals 12 through 15 years of age and for the administration of a third
dose in certain immunocompromised individuals. '

“The FDA’s approval of this vaccine is a milestone as we continue to battle the
COVID-19 pandemic. While this and other vaccines have met the FDA’s rigorous,
scientific standards for emergency use authorization, as the first FDA-approved
COVID-19 vaccine, the public can be very confident that this vaccine meets the high
standards for safety, effectiveness, and manufacturing quality the FDA requires of
an approved product,” said Acting FDA Commissioner Janet Woodcock, M.D.
“While millions of people have already safely received COVID-19 vaccines, we
recognize that for some, the FDA approval of a vaccine may now instill additional
confidence to get vaccinated. Today’s milestone puts us one step closer to altering
the course of this pandemic in the U.S.”

Since Dec. 11, 2020, the Pfizer-BioNTech COVID-19 Vaccine has been available under EUA in
individuals 16 years of age and older, and the authorization was expanded to include those 12
through 15 years of age on May 10, 2021. EUAs can be used by the FDA during public health
emergencies to provide access to medical products that may be effective in preventing,
diagnosing, or treating a disease, provided that the FDA determines that the known and
potential benefits of a product, when used to prevent, diagnose, or treat the disease, outweigh
the known and potential risks of the product.

FDA-approved vaccines undergo the agency’s standard process for reviewing the quality, safety
and effectiveness of medical products. For all vaccines, the FDA evaluates data and information
included in the manufacturer’s submission of a biologics license application (BLA). ABLAisa



comprehensive document that is submitted to the agency providing very specific requirements.
For Comirnaty, the BLA builds on the extensive data and information previously submitted that
supported the EUA, such as preclinical and clinical data and information, as well as details of
the manufacturing process, vaccine testing results to ensure vaccine quality, and inspections of
the sites where the vaccine is made. The agency conducts its own analyses of the information in
the BLA to make sure the vaccine is safe and effective and meets the FDA’s standards for
approval.

Comirnaty contains messenger RNA (mRNA), a kind of genetic material. The mRNA is used by
the body to make a mimic of one of the proteins in the virus that causes COVID-19. The result of
a person receiving this vaccine is that their immune system will ultimately react defensively to
the virus that causes COVID-19. The mRNA in Comirnaty is only present in the body for a short
time and is not incorporated into - nor does it alter - an individual’s genetic material. Comirnaty
has the same formulation as the EUA vaccine and is administered as a series of two doses, three
weeks apart.

“Our scientific and medical experts conducted an incredibly thorough and
thoughtful evaluation of this vaccine. We evaluated scientific data and information
included in hundreds of thousands of pages, conducted our own analyses of
Comirnaty’s safety and effectiveness, and performed a detailed assessment of the
manufacturing processes, including inspections of the manufacturing facilities,”
said Peter Marks, M.D., Ph.D., director of FDA’s Center for Biologics Evaluation
and Research. “We have not lost sight that the COVID-19 public health crisis
continues in the U.S. and that the public is counting on safe and effective vaccines.
The public and medical community can be confident that although we approved
this vaccine expeditiously, it was fully in keeping with our existing high standards
for vaccines in the U.S."

FDA Evaluation of Safety and Effectiveness Data for Approval for 16
Years of Age and Older

The first EUA (https://www.fda.gov/news-events/press-announcements/fda-takes-key-action-

fight-against-covid-19-issuing-emergency-use-authorization-first-covid-19), issued Dec. 11, for

the Pfizer-BioNTech COVID-19 Vaccine for individuals 16 years of age and older was based on

safety and effectiveness data (https://www.fda.gov/news-events/press-announcements/fda-
takes-key-action-fight-against-covid-19-issuing-emergency-use-authorization-first-covid-19),
from a randomized, controlled, blinded ongoing clinical trial of thousands of individuals.

To support the FDA’s approval decision today, the FDA reviewed updated data from the clinical
trial which supported the EUA and included a longer duration of follow-up in a larger clinical
trial population.



Specifically, in the FDA’s review for approval, the agency analyzed effectiveness data from
approximately 20,000 vaccine and 20,000 placebo recipients ages 16 and older who did not
have evidence of the COVID-19 virus infection within a week of receiving the second dose. The
safety of Comirnaty was evaluated in approximately 22,000 people who received the vaccine
and 22,000 people who received a placebo 16 years of age and older.

Based on results from the clinical trial, the vaccine was 91% effective in preventing COVID-19
disease.

More than half of the clinical trial participants were followed for safety outcomes for at least
four months after the second dose. Overall, approximately 12,000 recipients have been followed
for at least 6 months.

The most commonly reported side effects by those clinical trial participants who received
Comirnaty were pain, redness and swelling at the injection site, fatigue, headache, muscle or
joint pain, chills, and fever. The vaccine is effective in preventing COVID-19 and potentially
serious outcomes including hospitalization and death.

Ad&itionally, the FDA conducted a rigorous evaluation of the post—authoriiétion safety
surveillance data pertaining to myocarditis and pericarditis following administration of the
Pfizer-BioNTech COVID-19 Vaccine and has determined that the data demonstrate increased
risks, particularly within the seven days following the second dose. The observed risk is higher
among males under 40 years of age compared to females and older males. The observed risk is
highest in males 12 through 17 years of age. Available data from short-term follow-up suggest
that most individuals have had resolution of symptoms. However, some individuals required
intensive care support. Information is not yet available about potential long-term health
outcomes. The Comirnaty Prescribing Information includes a warning about these risks.

Ongoing Safety Monitoring

The FDA and Centers for Disease Control and Prevention have monitoring systems in place to
ensure that any safety concerns continue to be identified and evaluated in a timely manner. In
addition, the FDA is requiring the company to conduct postmarketing studies to further assess
the risks of myocarditis and pericarditis following vaccination with Comirnaty. These studies
will include an evaluation of long-term outcomes among individuals who develop myocarditis
following vaccination with Comirnaty. In addition, although not FDA requirements, the
company has committed to additional post-marketing safety studies, including conducting a
pregnancy registry study to evaluate pregnancy and infant outcomes after receipt of Comirnaty
during pregnancy.

The FDA granted this application Priority Review (https://www.fda.gov/patients/fast-track-
breakthrough-therapy-accelerated-approval-priority-review/priority-review). The approval was

granted to BioNTech Manufacturing GmbH.




Related Information

* Comirnaty Prescribing Information (http://www.fda.gov/vaccines-blood-
biologics/comirnaty),

* Cormirnaty and Pfizer-BioNTech COVID-19 Vaccine | FDA (/emergency-preparedness-
and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-biontech-covid-

19-vaccine)
###

The FDA, an agency within the U.S. Department of Health and Human Services, protects the
public health by assuring the safety, effectiveness, and security of human and veterinary drugs,
vaccines and other biological products for human use, and medical devices. The agency also is
responsible for the safety and security of our nation’s food supply, cosmetics, dietary
supplements, products that give off electronic radiation, and for regulating tobacco products.

Inquiries
Media:

=% FDA Office of Media Affairs (mailto:fdacma@fda.hhs.gov)
. 301-796-4540

Consumer:
L. 888-INFO-FDA

{ © More Press Announcements (/news-events/newsroom/press-announcements)
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Safety of COVID-19 Vaccines

Updated Oct. 18, 2021 erint

What You Need to Know

COVID-19 vaccines are safe and effective.

Millions of peaple in the United States have received COVID-19 vaccines under the most intense safety monitoring
in U.S. history.

CDC recommends you get a COVID-19 vaccine as soon as possible.

If you are fully vaccinated, you can resume activities that you did prior to the pandemic. Learn more about what
you can do when you have been fully vaccinated.

.

Millions of People Have Safely Received a COVID-19 Vaccine

Over 408 million doses of COVID-19 vaccine have been given in the United States from December 14, 2020, through October
18, 2021.

COVID-19 vaccines are safe and effective. COVID-19 vaccines were evaluated in tens of thousands of participants in clinical
trials, The vaccines met the Food and Drug Administration’s (FDA) rigorous scientific standards for safety, effectiveness, and
manufacturing quality needed to support approval or authorization of a vaccine,

Millions of peaple in the United States have received COVID-19 vaccines since they were authorized for emergency use by
FDA. These vaccines have undergone and will continue to undergo the most intensive safety monitoring in U.S. history. This

monitoring includes using both established and new safety monitoring systerns 8 [PDF - 83 KB] to make sure that COVID-19
vaccines are safe.

Results Are Reassu rlng .
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To date, the systems in place to monitor the safety of these vaccines have found only two serious types of health problems
after vaccination, both of which are rare. These are anaphylaxis and thrombosis with thrombocytopenia syndrome (TTS) after
vaccination with J&)/Janssen COVID-19 Vaccine.

Anaphylaxis

A small number of people have had a severe allergic reaction (called “anaphylaxis”) after vaccination, but this is rare.
Anaphylaxis can occur after any vaccination. If this occurs, vaccination providers have medicines available to effectively and
immediately treat the reaction.

After you get a COVID-19 vaccine, you will be asked to stay for 15-30 minutes so you can be observed in case you have a
severe allergic reaction and need immediate treatment,

Thrombosis with Thrombocytopenia Syndrome (TTS) after Vaccination
with J&J/Janssen COVID-19 Vaccination

After receiving the J&J/Janssen COVID-19 Vaccine, there is risk for a rare but serious adverse event—blood clots with low
platelets {thrombosis with thrombocytopenia syndrome, or TTS). Women younger than 50 years old should especially be
aware of their increased risk for this rare adverse event. There are other COVID-19 vaccines availab