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InÓuenza (Flu) (/Óu/index.htm)

Weekly U.S. Inuenza Surveillance Report

Note: CDC is tracking the COVID-19 pandemic in a weekly publication called COVID Data Tracker Weekly Review.
(https://www.cdc.gov/coronavirus/2019-ncov/covid-data/covidview/)

Key Updates for Week 44, ending November 6, 2021
Seasonal inÓ
inÓuenza activity in the United States remains low, but the number of inÓ
inÓuenza virus detections reported by
public health laboratories has increased in recent weeks.

Viruses
Clinical Lab

Public Health Lab

Virus Characterization

0.3%

A small but increasing
number of specimens have
tested positive.

InÓuenza virus characterization
information will be reported later
this season.

positive for inÓuenza
this week

(/Óu/weekly/#VirusCharacterization)

Illness
Outpatient Illness: ILINet

2.1%

of visits to a health care provider for ILI this week
(below baseline)

Outpatient Illness: ILINet Activity Map

https://www.cdc.gov/flu/weekly/index.htm
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Long-term Care Facilities

0.1%

of facilities reported
≥ 1 inÓuenza-positive test
among residents this week

Severe Disease
FluSurv-NET

HHS Protect Hospitalizations

Hospitalization rates will be updated starting later this
season.

295

NCHS Mortality

14.1%

of deaths attributed to pneumonia, inÓuenza, or COVID19 this week (above threshold)

patients admitted to hospitals with inÓuenza
this week

Pediatric Deaths

0

inÓuenza-associated deaths occurring
this season

All data are preliminary and may change as more reports are received.
A description of the CDC inÓuenza surveillance system, including methodology and detailed descriptions of each data
component is available on the surveillance methods (http://www.cdc.gov/Óu/weekly/overview.htm) page.
Additional information on the current and previous inÓuenza seasons for each surveillance component are available on
FluView Interactive (https://www.cdc.gov/Óu/weekly/Óuviewinteractive.htm).

Key Points
While inÓuenza activity is low nationally, the number of inÓuenza viruses detected by public health labs has increased
in recent weeks.
The majority of viruses detected are A(H3N2). More than 90% are among children and young adults aged 5-24 years.
An annual Óu vaccine is the best way to protect against Óu and its potentially serious complications. CDC recommends
everyone 6 months and older get a Óu vaccine.
As of October 29, 2021, 158.7M doses of Óu vaccine have been distributed in the US.
Flu vaccines are available at many di×erent locations including pharmacies and health departments.
Visit www.vaccines.gov to Ònd a Óu vaccine near you. There also are Óu antiviral drugs that can be used to treat Óu
illness.

U.S. Virologic Surveillance
(https://www.cdc.gov/u/weekly/overview.htm#anchor_1633697372803)
https://www.cdc.gov/flu/weekly/index.htm
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The results of tests performed by clinical laboratories nationwide are summarized below. Data from clinical laboratories (the
percentage of specimens tested that are positive for inÓuenza) are used to monitor whether inÓuenza activity is increasing or
decreasing.

Week 44

Data Cumulative since
October 3, 2021
(Week 40)

34,828

201,409

101 (0.3%)

320 (0.2%)

InÓ
nÓuenza A

78 (77.2%)

188 (58.8%)

InÓ
nÓuenza B

23 (22.8%)

132 (41.3%)

No. of specimens tested
No. of positive specimens (%)

Positive specimens by type

(http://gis.cdc.gov/grasp/Óuview/Óuportaldashboard.html)

View Chart Data (/Óu/weekly/weeklyarchives2021-2022/data/whoAllregt_cl44.html) | View Full Screen (/Óu/weekly/weeklyarchives20212022/WhoNPHL44.html)

Public Health Laboratories
https://www.cdc.gov/flu/weekly/index.htm
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laboratories are used to monitor the proportion of circulating viruses that belong to each inÓuenza subtype/lineage.

Week 44

Data Cumulative since
October 3, 2021
(Week 40)

21,450

107,933

110

429

107 (97.3%)

401 (93.5%)

0

1 (0.3%)

aaa a a a a H3N2

102 (100%)

383 (99.5%)

aaa a a a a H3N2v

0

1 (0.3%)

aaa a a a a Subtyping not performed

5

16

3 (2.7%)

28 (6.5%)

0

2 (15.4 %)

3 (100%)

11 (84.6%)

0

15

No. of specimens tested
No. of positive specimens

Positive specimens by type/subtype
aaa a a InÓ
InÓuenza A
aaa a a a a(H1N1)pdm09
(H1N1)pdm09

aaa a aIn
InÓ
Óuenza B
aaa a a a aYamagata
Yamagata lineage
aaaa a a a Victoria lineage
a aaa a a aLineage
Lineage not performed

Overall inÓuenza activity is still low; however, an increasing number of an inÓuenza A(H3N2) viruses have been reported by
public health laboratories in the most recent weeks. During the most recent three weeks, inÓuenza A(H3N2) viruses have
been reported by public health laboratories in seven of the 10 HHS regions (Regions 1, 3, 4, 5, 7, 8, and 9). Among 102
A(H3N2) viruses reported for week 44, 68 (66.7%) were reported by Michigan. The majority of inÓuenza positives reported
from Michigan can be linked to a single outbreak among young adults. Additionally, during week 44, a large backÒll of data
from previous weeks was received from Region 3. For regional and state level data about circulating inÓuenza viruses, please
visit FluView Interactive (https://gis.cdc.gov/grasp/Óuview/Óuportaldashboard.html).

https://www.cdc.gov/flu/weekly/index.htm
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(http://gis.cdc.gov/grasp/Óuview/Óuportaldashboard.html)

View Chart Data (/Óu/weekly/weeklyarchives2021-2022/data/whoAllregt_phl44.html) | View Full Screen (/Óu/weekly/weeklyarchives20212022/WhoPHL44.html)

Additional virologic surveillance information for current and past seasons:
Surveillance Methods (https://wcms-wp.cdc.gov/Óu/weekly/overview.htm#anchor_1633697372803) | FluView Interactive: National, Regional,
and State Data (http://gis.cdc.gov/grasp/Óuview/Óuportaldashboard.html) or Age Data (https://gis.cdc.gov/grasp/Óuview/Óu_by_age_virus.html)

Inuenza Virus Characterization
(/u/weekly/overview.htm#anchor_1633697390939)
CDC performs genetic (https://www.cdc.gov/Óu/professionals/laboratory/genetic-characterization.htm) and antigenic
of U.S. viruses submitted from state and local health
laboratories using Right Size Roadmap submission guidance. These data are used to compare how similar the currently
circulating inÓuenza viruses are to the reference viruses representing viruses contained in the current inÓuenza vaccines and
to monitor evolutionary changes that continually occur in inÓuenza viruses circulating in humans. CDC also tests susceptibility
of inÓuenza viruses to antiviral medications including the neuraminidase inhibitors (oseltamivir, zanamivir, and peramivir) and
the PA endonuclease inhibitor baloxavir.

(https://www.cdc.gov/Óu/professionals/laboratory/antigenic.htm)acharacterization

Virus characterization data will be updated later this season when a suÕcient number of specimens have been tested.

Outpatient Illness Surveillance
(https://www.cdc.gov/u/weekly/overview.htm#anchor_1539281266932)
The U.S. Outpatient InÓuenza-like Illness Surveillance Network (ILINet) monitors outpatient visits for inÓuenza-like illness [(ILI)
fever plus cough or sore throat], not laboratory-conÒrmed inÓuenza, and will capture visits due to other respiratory
pathogens, such as SARS-CoV-2, that present with similar symptoms. Due to the COVID-19 pandemic, health care-seeking
https://www.cdc.gov/flu/weekly/index.htm
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ILINet or at a di×erent point in their illness than they might have before the pandemic. Therefore, it is important to evaluate
syndromic surveillance data, including that from ILINet, in the context of other sources of surveillance data to obtain a
complete and accurate picture of inÓuenza, COVID-19, and other respiratory virus activity. CDC is tracking the COVID-19
pandemic in a weekly publication called COVID Data Tracker Weekly Review (https://www.cdc.gov/coronavirus/2019-ncov/coviddata/covidview/index.html). Information about other respiratory virus activity can be found on CDC’s National Respiratory and
Enteric Virus Surveillance System (NREVSS) website (https://www.cdc.gov/surveillance/nrevss/index.html).

ILINet
Nationwide during week 44, 2.1% of patient visits reported through ILINet were due to ILI. This percentage is below the
national baseline of 2.5%. Region 7 is above their region-speciÒc baseline, and all other regions are below their baselines.
Multiple respiratory viruses are co-circulating; therefore, the relative contribution of inÓuenza virus infection to ILI varies by
location.

(http://gis.cdc.gov/grasp/Óuview/Óuportaldashboard.html)
* E×ective October 3, 2021 (week 40), the ILI deÒnition (fever plus cough or sore throat) no longer includes “without a known cause other than inÓuenza.”

View Chart Data (current season only) (/Óu/weekly/weeklyarchives2021-2022/data/senAllregt44.html) | View Full Screen
(/Óu/weekly/weeklyarchives2021-2022/ILI44.html)

ILI Visits by Age Group
More than 70% of ILINet participants provide both the number of patient visits for ILI and the total number of patient visits for
the week broken out by age group. Data from this subset of providers are used to calculate the percentages of patient visits
for ILI by age group.
The percentages of visits for ILI reported in ILINet in week 44 increased for two age groups (0–4 years, 5–24 years) and
remained stable for three age groups (25–49 years, 50–64 years, and 65+ years) compared to week 43. All age groups are
showing a small increase or stable trend over the past four weeks.
https://www.cdc.gov/flu/weekly/index.htm
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(http://gis.cdc.gov/grasp/Óuview/Óuportaldashboard.html)
* E×ective October 3, 2021 (week 40), the ILI deÒnition (fever plus cough or sore throat) no longer includes “without a known cause other than inÓuenza.”

View Chart Data (/Óu/weekly/weeklyarchives2021-2022/data/iliage44.html) | View Full Screen (/Óu/weekly/weeklyarchives2021-2022/ILIAge44.html)

ILI Activity Map
Data collected in ILINet are used to produce a measure of ILI activity*
(https://www.cdc.gov/Óu/weekly/overview.htm#anchor_1633697504110)aby state/jurisdiction and Core Based Statistical Areas (CBSA).
Number of Jurisdictions

Number of CBSAs

Week 44
(Week ending
Nov. 6, 2021)

Week 43
(Week ending
Oct. 30, 2021)

Week 44
(Week ending
Nov. 6, 2021)

Week 43
(Week ending
Oct. 30, 2021)

Very High

0

0

2

0

High

1

0

9

9

Moderate

1

3

28

18

Low

10

2

81

79

Minimal
Minima

40

50

517

552

InsuÕ
nsuÕcient Data

3

0

292

271

Activity Level

https://www.cdc.gov/flu/weekly/index.htm
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*Data collected in ILINet may disproportionally represent certain populations within a jurisdiction or CBSA, and therefore, may not accurately depict the full
picture of inÓuenza activity for the entire jurisdiction or CBSA. Di×erences in the data presented here by CDC and independently by some health
departments likely represent di×ering levels of data completeness with data presented by the health department likely being the more complete.

Additional
dditional information about medically attended visits for ILI for current and past se
seasons:
Surveillance Methods (https://wcms-wp.cdc.gov/Óu/weekly/overview.htm#anchor_1539281266932) | FluView Interactive: National, Regional,
and State Data (http://gis.cdc.gov/grasp/Óuview/Óuportaldashboard.html) or ILI Activity Map (https://gis.cdc.gov/grasp/Óuview/main.html)

Long-term Care Facility (LTCF) Surveillance
(https://www.cdc.gov/u/weekly/overview.htm#anchor_1633698386507)
LTCFs (e.g., nursing homes/skilled nursing, long-term care for the developmentally disabled, and assisted living facilities) from
all 50 states and U.S. territories report data on inÓuenza infections among residents through the National Healthcare Safety
Network (NHSN) Long-term Care Facility Component (https://www.cdc.gov/nhsn/ltc/index.html). During week 44, 18 (0.1%) of 14,228
reporting LTCFs reported at least one inÓuenza positive test among their residents.

https://www.cdc.gov/flu/weekly/index.htm
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(/Óu/weekly/weeklyarchives2021-2022/LTCF44.html)View

Chart Data  (/Óu/weekly/weeklyarchives2021-2022/data/LTCFData44.csv) | View Full
Screen (/Óu/weekly/weeklyarchives2021-2022/LTCF44.html)

Additional information about long-term care facility surveillance:
Surveillance Methods (https://www.cdc.gov/Óu/weekly/overview.htm#anchor_1633698386507) | Additional Data 

(https://data.cms.gov/covid-

19/covid-19-nursing-home-data)

Hospitalization Surveillance
(http://www.cdc.gov/u/weekly/overview.htm#anchor_1634240269291)

FluSurv-NET
The InÓuenza Hospitalization Surveillance Network (FluSurv-NET) conducts population-based surveillance for laboratoryconÒrmed inÓuenza-related hospitalizations in select counties in 14 states and represents approximately 9% of the U.S.
population. FluSurv-NET estimated hospitalization rates will be updated weekly starting later this season.

Additional FluSurv-NET hospitalization surveillance information for current and past seasons and additional age groups:
Surveillance Methods (https://www.cdc.gov/Óu/weekly/overview.htm#anchor_1633698456778) | FluView Interactive
(http://gis.cdc.gov/GRASP/Fluview/FluHospRates.html)

HHS-Protect Hospitalization Surveillance
Hospitals report to HHS-Protect the number of patients admitted with laboratory-conÒrmed inÓuenza. During week 44, 295
patients with laboratory-conÒrmed inÓuenza were admitted to the hospital.

https://www.cdc.gov/flu/weekly/index.htm
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(/Óu/weekly/weeklyarchives2021-2022/Protect44.html)View

Chart Data  (/Óu/weekly/weeklyarchives2021-2022/data/ProtectData44.csv) | View Full
Screen (/Óu/weekly/weeklyarchives2021-2022/Protect44.html)

Additional HHS Protect hospitalization surveillance information:
information:
Surveillance Methods (https://www.cdc.gov/Óu/weekly/overview.htm#anchor_1633698474047) |a Additional Data 
(https://healthdata.gov/Hospital/COVID-19-Reported-Patient-Impact-and-Hospital-Capa/anag-cw7u)

Mortality Surveillance
(https://www.cdc.gov/u/weekly/overview.htm#anchor_1634311686144)

National Center for Health Statistics (NCHS) Mortality Surveillance
Based on NCHS mortality surveillance data available on November 10, 2021, 14.1% of the deaths that occurred during the
week ending November 6, 2021 (week 44), were due to pneumonia, inÓuenza, and/or COVID-19 (PIC). This percentage is
above the epidemic threshold of 6.1% for this week. Among the 2,230 PIC deaths reported for this week, 1,551 had COVID-19
listed as an underlying or contributing cause of death on the death certiÒcate, and none listed inÓuenza, indicating that
current PIC mortality is due primarily to COVID-19 and not inÓuenza. The data presented are preliminary and may change as
more data are received and processed.

https://www.cdc.gov/flu/weekly/index.htm
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(https://gis.cdc.gov/grasp/Óuview/mortality.html)View

Chart Data  (/Óu/weekly/weeklyarchives2021-2022/data/NCHSData44.csv) | View Full
Screen (/Óu/weekly/weeklyarchives2021-2022/NCHS44.html)

Additional pneumonia, inÓ
inÓuenza and COVID-19 mortality surveillance information for current and past seasons:
Surveillance Methods (https://www.cdc.gov/Óu/weekly/overview.htm#anchor_1633698570680) | FluView Interactive
(https://gis.cdc.gov/grasp/Óuview/mortality.html)

Inuenza-Associated Pediatric Mortality
No inÓuenza-associated pediatric deaths occurring during the 2021-2022 season have been reported to CDC.

https://www.cdc.gov/flu/weekly/index.htm
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(http://gis.cdc.gov/GRASP/Fluview/PedFluDeath.html)

View Full Screen (/Óu/weekly/weeklyarchives2021-2022/PedFlu44.html)
Additional
iti
l pediatric
di t i mortality
t lit surveillance
ill
information
i
for current and past se
seasons:
Surveillance Methods (https://www.cdc.gov/Óu/weekly/overview.htm#anchor_1633698596803) | FluView Interactive
(https://gis.cdc.gov/GRASP/Fluview/PedFluDeath.html)

Additional National and International Inuenza Surveillance
Information
FluView Interactive: FluView includes enhanced web-based interactive applications that can provide dynamic visuals of the
inÓuenza data collected and analyzed by CDC. These FluView Interactive applications
(http://www.cdc.gov/Óu/weekly/Óuviewinteractive.htm) allow people to create customized, visual interpretations of inÓuenza data, as
well as make comparisons across Óu seasons, regions, age groups and a variety of other demographics.
National Institute for Occupational Safety and Health: Monthly surveillance data on the prevalence of health-related
workplace absenteeism among full-time workers in the United States are available from NIOSH
(https://www.cdc.gov/niosh/topics/absences/default.html).
U.S. State and local inÓ
inÓuenza surveillance: Select a jurisdiction below to access the latest local inÓuenza information.
Alabama (http://adph.org/inÓuenza/)

Alaska (http://dhss.alaska.gov/dph/Epi/id/Pages/inÓuenza/Óui

Colorado (https://www.colorado.gov/paciÒc/cdphe/inÓuenza)

Connecticut (https://portal.ct.gov/DPH/Epidemiology-and-Em

https://www.cdc.gov/flu/weekly/index.htm
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Hawaii (http://health.hawaii.gov/docd/resources/reports/inÓu

Georgia (https://dph.georgia.gov/epidemiology/inÓuenza/Óu-activity-georgia)

Iowa (http://idph.iowa.gov/inÓuenza/surveillance)

Kansas (http://www.kdheks.gov/Óu/surveillance.htm)

Maryland (https://phpa.health.maryland.gov/inÓuenza/Óuwatch/)

Massachusetts (https://www.mass.gov/inÓuenza)

Missouri

Montana (https://dphhs.mt.gov/publichealth/cdepi/diseases/

(http://health.mo.gov/living/healthcondiseases/communicable/inÓuenza/reports.php)

New Jersey (http://www.nj.gov/health/cd/topics/Óu.shtml)

New Mexico (https://nmhealth.org/about/erd/ideb/isp/)

Ohio (http://www.Óu.ohio.gov)

Oklahoma
(https://www.ok.gov/health/Prevention_and_Preparedness/Acut

South Carolina

South Dakota (https://doh.sd.gov/diseases/infectious/Óu/sur

(http://www.scdhec.gov/Health/DiseasesandConditions/InfectiousDiseases/Flu/FluData/)

Vermont (http://www.healthvermont.gov/immunizations-infectious-

Virginia (http://www.vdh.virginia.gov/epidemiology/inÓuenza-

disease/inÓuenza/Óu-activity-and-surveillance)

Wyoming (https://health.wyo.gov/publichealth/infectious-disease-epidemiology-

New York City (http://www1.nyc.gov/site/doh/providers/hea

unit/disease/inÓuenza/)

World Health Organization:
Additional inÓuenza surveillance information from participating WHO member nations is available through
FluNet  (https://www.who.int/tools/Óunet) and the Global Epidemiology Reports.  (https://www.who.int/teams/global-inÓuenzaprogramme/surveillance-and-monitoring/inÓuenza-surveillance-outputs)

WHO Collaborating Centers for InÓ
InÓuenza:
Australia  (http://www.inÓuenzacentre.org/Surveillance_Samples_Received.html), China  (http://www.chinaivdc.cn/cnic/), Japan 
(http://idsc.nih.go.jp/index.html), the United Kingdom  (https://www.crick.ac.uk/research/worldwide-inÓuenza-centre), and the United States
(http://www.cdc.gov/Óu/) (CDC in Atlanta, Georgia)
Europe:
The most up-to-date inÓuenza information from Europe is available from WHO/Europe and the European Centre for Disease
Prevention and Control  (http://www.Óunewseurope.org/).
Public Health Agency of Canada:
The most up-to-date inÓuenza information from Canada is available in Canada’s weekly FluWatch report 
aspc.gc.ca/Óuwatch/).

(http://www.phac-

Public Health England:
The most up-to-date inÓuenza information from the United Kingdom is available from Public Health England 
(http://www.hpa.org.uk/Topics/InfectiousDiseases/InfectionsAZ/SeasonalInÓuenza/).
Any
y links provided to non-Federal organizations are provided solely as a service to our users. These links do not constitute a
an
endorsement
ement of these organizations or their programs by CDC or the Federal Government, and none should be inferred. CDC
CD
iss not
ot responsible for the content of the individual organization web pages found at these links.
links
A description of the CDC inÓuenza surveillance system, including methodology and detailed descriptions of each data
component is available on the surveillance methods (http://www.cdc.gov/Óu/weekly/overview.htm) page.
Page last reviewed: November 5, 2021, 11:00 AM

https://www.cdc.gov/flu/weekly/index.htm
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COVID-19

What to Do if You Had an Allergic Reaction After Getting a
COVID-19 Vaccine
Updated Oct. 7, 2021

Print

If you get a COVID-19 vaccine and you think you might be having a severe allergic reaction after leaving the vaccination
provider site, seek immediate medical care by calling 911.

If You Had a Severe Allergic Reaction to a COVID-19 Vaccine
If you had a severe allergic reaction—also known as anaphylaxis—after getting a shot of an mRNA COVID-19 vaccine (either
PÒzer-BioNTech or Moderna), CDC recommends that you not get another shot of that vaccine. Learn whichaCOVID-19 vaccines
need a second shot.
A severe allergic reaction can cause a rapid heartbeat, diÕculty breathing, swelling of the throat, or a generalized rash or
hives. A person with a severe allergic reaction needs to be treated with epinephrine or EpiPen©aor they must go to the
hospital. Learn aboutacommon side e×ects of COVID-19 vaccinesaand when to call a doctor.

If You Had a Non-severe Allergic Reaction to a COVID-19
Vaccine
If you had an immediate allergic reaction after getting a shot of an mRNA COVID-19 vaccine (either PÒzer-BioNTech or
Moderna) COVID-19 vaccine, you should not get another shot of that vaccine,
vaccine even if your allergic reaction was not severe
enough to require emergency care.
An immediate allergic reaction happens within 4 hours of getting vaccinated and may include symptoms such as hives,
swelling, and wheezing (respiratory distress). Your doctor may refer you to a specialist in allergies and immunology to provide
more care or advice.
Learn aboutagetting a di×erent type of vaccine after an allergic reaction.

If You Got a Rash Where You Got a COVID-19 Shot
you should still get anotherashot
another shot
ot at the
If you had a red, itchy, swollen, or painful rash where you got a COVID-19 shot,ayou
recommended interval if a second, additional, or booster shot is recommended. These rashes can start a few days to more
than a week after the Òrst shot and are sometimes quite large. These rashes are also known as “COVID arm.” Tell your
vaccination provider that you experienced a rash or “COVID arm” after the Òrst shot. Your vaccination provider may
recommend that you get the second shot in the opposite arm.
If the rash is itchy, you can take an antihistamine. If it is painful, you can take a pain medication like acetaminophen or a nonsteroidal anti-inÓammatory drug (NSAID).

Safeguards Are in Place
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CDC hasaprovided recommendations for COVID-19 vaccination providersaabout how to prepare for the possibility of a severe
allergic reaction:



All people who get a COVID-19 vaccine should be monitored on site. People who have had severe allergic reactions or
who have had any type of immediate allergic reaction to a vaccine or injectable therapy should be monitored for at least
30 minutes after getting the vaccine. All other people should be monitored for at least 15 minutes after getting the
vaccine.



Vaccination providers should have appropriate personnel, medications, and equipment—such as epinephrine,
antihistamines, blood pressure monitor, and timing devices to check your pulse—at all COVID-19 vaccination provider
sites.



If you experience a severe allergic reaction after getting a COVID-19 vaccine, vaccination providers can provide care
rapidly and call for emergency medical services. You should continue to be monitored in a medical facility for at least
several hours.

Learn more about what to expect after getting vaccinated for COVID-19, including normal side e×ects and tips to reduce pain
or discomfort.

CDC Is Monitoring Reports of Severe Allergic Reactions
If someone has a severe allergic reaction after getting vaccinated, their vaccination provider will send a report to theaVaccine
Adverse Event Reporting System (VAERS).  VAERS is a national system that collects reports from healthcare professionals,
vaccine manufacturers, and the public about adverse events that happen after vaccination. Reports of adverse events that are
unexpected, appear to happen more often than expected, or have unusual patterns are followed up with speciÒc studies.
Learn more about how federal partners are monitoring the safety of COVID-19 vaccines in the United States.

Related Pages

¾

Information about COVID-19 Vaccines for People with Allergies

¾

Possible Side E×ects

¾

Ensuring the Safety of COVID-19 Vaccines



For Healthcare Professionals



Interim Considerations: Preparing for the Potential Management of Anaphylaxis at COVID-19
Vaccination Sites



Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently Authorized in the United
States



COVID-19 Clinical Resources

More Information
Research
Allergic Reactions Including Anaphylaxis After Receipt of the First Dose of PÒzer-BioNTech COVID-19 Vaccine — United
States, December 14–23, 2020
Allergic Reactions Including Anaphylaxis After Receipt of the First Dose of Moderna COVID-19 Vaccine — United States,
December 21, 2020–January 10, 2021
More Information
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U.S. Equal Employment Opportunity Commission

What You Should Know About
COVID-19 and the ADA, the
Rehabilitation Act, and Other
EEO Laws
INTRODUCTION
Technical Assistance Questions and Answers - Updated on October 28, 2021.
All EEOC materials related to COVID-19 are collected at
www.eeoc.gov/coronavirus (https://www.eeoc.gov/coronavirus) .
The EEOC enforces workplace anti-discrimination laws, including the
Americans with Disabilities Act (ADA) and the Rehabilitation Act (which include
the requirement for reasonable accommodation and non-discrimination based
on disability, and rules about employer medical examinations and inquiries),
Title VII of the Civil Rights Act (which prohibits discrimination based on race,
color, national origin, religion, and sex, including pregnancy), the Age
Discrimination in Employment Act (which prohibits discrimination based on
age, 40 or older), and the Genetic Information Nondiscrimination Act. Note:
Other federal laws, as well as state or local laws, may provide employees with
additional protections.
Title I of the ADA applies to private employers with 15 or more employees. It
also applies to state and local government employers, employment agencies,
and labor unions. All nondiscrimination standards under Title I of the ADA also
apply to federal agencies under Section 501 of the Rehabilitation Act. Basic
background information about the ADA and the Rehabilitation Act is available
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on EEOC's disability page (https://www.eeoc.gov/disability-discrimination)
.
The EEO laws, including the ADA and Rehabilitation Act, continue to apply
during the time of the COVID-19 pandemic, but they do not interfere with or
prevent employers from following the guidelines and suggestions made by
the CDC or state/local public health authorities
(https://www.cdc.gov/coronavirus/2019ncov/community/organizations/businesses-employers.html) about steps
employers should take regarding COVID-19. Employers should remember that
guidance from public health authorities is likely to change as the COVID-19
pandemic evolves. Therefore, employers should continue to follow the
most current information on maintaining workplace safety. This includes
evolving guidance found in the CDC publication, “Interim Public Health
Recommendations for Fully Vaccinated People
(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/fully-vaccinatedguidance.html) ." Many common workplace inquiries about the COVID-19
pandemic are addressed in the CDC publication “General Business Frequently
Asked Questions (https://www.cdc.gov/coronavirus/2019ncov/community/general-business-faq.html) .”
The EEOC has provided guidance (a publication entitled Pandemic
Preparedness in the Workplace and the Americans With Disabilities Act
(https://www.eeoc.gov/laws/guidance/pandemic-preparednessworkplace-and-americans-disabilities-act) [PDF version
(https://www.eeoc.gov/sites/default/files/2020-04/pandemic_flu.pdf) ])
("Pandemic Preparedness"), consistent with these workplace protections and
rules, that can help employers implement strategies to navigate the impact of
COVID-19 in the workplace. This pandemic publication, which was written
during the prior H1N1 outbreak, is still relevant today and identifies established
ADA and Rehabilitation Act principles to answer questions frequently asked
about the workplace during a pandemic. It has been updated as of March 19,
2020 to address examples and information regarding COVID-19; the new 2020
information appears in bold and is marked with an asterisk.
On March 27, 2020 the EEOC provided a webinar ("3/27/20 Webinar") which was
recorded and transcribed and is available at www.eeoc.gov/coronavirus
(https://www.eeoc.gov/coronavirus) . The World Health Organization (WHO)
has declared COVID-19 to be an international pandemic. The EEOC pandemic
KWWSVZZZHHRFJRYZ\VNZKDW\RXVKRXOGNQRZDERXWFRYLGDQGDGDUHKDELOLWDWLRQDFWDQGRWKHUHHRODZV
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publication includes a separate section
(https://www.eeoc.gov/laws/guidance/pandemic-preparednessworkplace-and-americans-disabilities-act#secB) that answers common
employer questions about what to do aÔer a pandemic has been declared.
Applying these principles to the COVID-19 pandemic, the following may be
useful:

A. Disability-Related Inquiries and
Medical Exams
The ADA has restrictions on when and how much medical information an employer
may obtain from any applicant or employee. Prior to making a conditional job oÓer to
an applicant, disability-related inquiries and medical exams are generally prohibited.
They are permitted between the time of the oÓer and when the applicant begins work,
provided they are required for everyone in the same job category. Once an employee
begins work, any disability-related inquiries or medical exams must be job related
and consistent with business necessity. See CDC guidance, including the CDC’s
“Interim Public Health Recommendations for Fully Vaccinated People.
(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/fully-vaccinatedguidance.html) ” The EEOC monitors CDC publications.
A.1. How much information may an employer request from an employee who
calls in sick, in order to protect the rest of its workforce during the COVID-19
pandemic? (3/17/20)
During a pandemic, ADA-covered employers may ask such employees if they are
experiencing symptoms of the pandemic virus. For COVID-19, these include
symptoms such as fever, chills, cough, shortness of breath, or sore throat.
Employers must maintain all information about employee illness as a confidential
medical record in compliance with the ADA.
A.2. When screening employees entering the workplace during this time, may
an employer only ask employees about the COVID-19 symptoms EEOC has
identified as examples (https://www.eeoc.gov/transcript-march-27-2020outreach-webinar#q1) , or may it ask about any symptoms identified by public
health authorities as associated with COVID-19? (4/9/20)
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As public health authorities and doctors learn more about COVID-19, they may
expand the list of associated symptoms. Employers should rely on the CDC, other
public health authorities, and reputable medical sources for guidance on emerging
symptoms associated with the disease. These sources may guide employers when
choosing questions to ask employees to determine whether they would pose a
direct threat to health in the workplace. For example, additional symptoms beyond
fever or cough may include new loss of smell or taste as well as gastrointestinal
problems, such as nausea, diarrhea, and vomiting.
A.3. When may an ADA-covered employer take the body temperature of
employees during the COVID-19 pandemic? (3/17/20)
Generally, measuring an employee's body temperature is a medical examination.
Because the CDC and state/local health authorities have acknowledged community
spread of COVID-19 and issued attendant precautions, employers may measure
employees' body temperature. However, employers should be aware that some
people with COVID-19 do not have a fever.
A.4. Does the ADA allow employers to require employees to stay home if they
have symptoms of the COVID-19? (3/17/20)
Yes. The CDC states that employees who become ill with symptoms of COVID-19
should leave the workplace. The ADA does not interfere with employers following
this advice.
A.5. >When employees return to work, does the ADA allow employers to require
a doctor's note certifying fitness for duty? (3/17/20)
Yes. Such inquiries are permitted under the ADA either because they would not be
disability-related or, if the pandemic were truly severe, they would be justified
under the ADA standards for disability-related inquiries of employees. As a practical
matter, however, doctors and other health care professionals may be too busy
during and immediately aÔer a pandemic outbreak to provide fitness-for-duty
documentation. Therefore, new approaches may be necessary, such as reliance on
local clinics to provide a form, a stamp, or an e-mail to certify that an individual
does not have the pandemic virus.
A.6. May an employer administer a COVID-19 test (a test to detect the presence
of the COVID-19 virus) when evaluating an employee’s initial or continued
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presence in the workplace? (4/23/20; updated 9/8/20 to address stakeholder
questions about updates to CDC guidance)
The ADA requires that any mandatory medical test of employees be “job related and
consistent with business necessity.” Applying this standard to the current
circumstances of the COVID-19 pandemic, employers may take screening steps to
determine if employees entering the workplace have COVID-19
(https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-adarehabilitation-act-and-other-eeo-laws#A.2) because an individual with the virus
will pose a direct threat (https://www.eeoc.gov/transcript-march-27-2020outreach-webinar#q1) to the health of others. Therefore an employer may choose
to administer COVID-19 testing to employees before initially permitting them to
enter the workplace and/or periodically to determine if their presence in the
workplace poses a direct threat to others. The ADA does not interfere with
employers following recommendations by the CDC
(https://www.cdc.gov/coronavirus/2019ncov/community/organizations/testing-non-healthcare-workplaces.html) or
other public health authorities regarding whether, when, and for whom testing or
other screening is appropriate. Testing administered by employers consistent with
current CDC guidance will meet the ADA’s “business necessity” standard.
Consistent with the ADA standard, employers should ensure that the tests are
considered accurate and reliable. For example, employers may review information
(https://www.fda.gov/medical-devices/emergency-situations-medicaldevices/faqs-diagnostic-testing-sars-cov-2) from the U.S. Food and Drug
Administration about what may or may not be considered safe and accurate testing,
as well as guidance from CDC or other public health authorities. Because the CDC
and FDA may revise their recommendations based on new information, it may be
helpful to check these agency websites for updates. Employers may wish to
consider the incidence of false-positives or false-negatives associated with a
particular test. Note that a positive test result reveals that an individual most likely
has a current infection and may be able to transmit the virus to others. A negative
test result means that the individual did not have detectable COVID-19 at the time of
testing.
A negative test does not mean the employee will not acquire the virus later. Based
on guidance from medical and public health authorities, employers should still
require–to the greatest extent possible–that employees observe infection control
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practices (such as social distancing, regular handwashing, and other measures) in
the workplace to prevent transmission of COVID-19.
Note: Question A.6 and A.8 address screening of employees generally. See Question
A.9 regarding decisions to screen individual employees.
A.7. CDC said in its Interim Guidelines (https://www.cdc.gov/coronavirus/2019ncov/lab/resources/antibody-tests-guidelines.html) that antibody test results
“should not be used to make decisions about returning persons to the
workplace.” In light of this CDC guidance, under the ADA may an employer
require antibody testing before permitting employees to re-enter the
workplace? (6/17/20)
No. An antibody test constitutes a medical examination under the ADA. In light of
CDC’s Interim Guidelines (https://www.cdc.gov/coronavirus/2019ncov/lab/resources/antibody-tests-guidelines.html) that antibody test results
“should not be used to make decisions about returning persons to the workplace,”
an antibody test at this time does not meet the ADA’s “job related and consistent
with business necessity” standard for medical examinations or inquiries for current
employees. Therefore, requiring antibody testing before allowing employees to reenter the workplace is not allowed under the ADA. Please note that an antibody test
is diÓerent from a test to determine if someone has an active case of COVID-19 (i.e.,
a viral test). The EEOC has already stated that COVID-19 viral tests are permissible
under the ADA (https://www.eeoc.gov/wysk/what-you-should-know-aboutcovid-19-and-ada-rehabilitation-act-and-other-eeo-laws#A.6) .
The EEOC will continue to closely monitor CDC’s recommendations, and could
update this discussion in response to changes in CDC’s recommendations.
A.8. May employers ask all employees physically entering the workplace if they
have been diagnosed with or tested for COVID-19? (9/8/20; adapted from 3/27/20
Webinar Question 1)
Yes. Employers may ask all employees who will be physically entering the workplace
if they have COVID-19 or symptoms associated with COVID-19, and ask if they have
been tested for COVID-19. Symptoms associated with COVID-19 include, for
example, fever, chills, cough, and shortness of breath. The CDC has identified a
current list of symptoms (https://www.cdc.gov/coronavirus/2019ncov/symptoms-testing/symptoms.html) .
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An employer may exclude those with COVID-19, or symptoms associated with
COVID-19, from the workplace because, as EEOC has stated, their presence would
pose a direct threat to the health or safety of others. However, for those employees
who are teleworking and are not physically interacting with coworkers or others (for
example, customers), the employer would generally not be permitted to ask these
questions.
A.9. May a manager ask only one employee—as opposed to asking all
employees—questions designed to determine if she has COVID-19, or require
that this employee alone have her temperature taken or undergo other
screening or testing? (9/8/20; adapted from 3/27/20 Webinar Question 3)
If an employer wishes to ask only a particular employee to answer such questions,
or to have her temperature taken or undergo other screening or testing, the ADA
requires the employer to have a reasonable belief based on objective evidence that
this person might have the disease. So, it is important for the employer to consider
why it wishes to take these actions regarding this particular employee, such as a
display of COVID-19 symptoms. In addition, the ADA does not interfere with
employers following recommendations by the CDC
(https://www.cdc.gov/coronavirus/2019ncov/community/organizations/testing-non-healthcare-workplaces.html) or
other public health authorities regarding whether, when, and for whom testing or
other screening is appropriate.
A.10. May an employer ask an employee who is physically coming into the
workplace whether they have family members who have COVID-19 or
symptoms associated with COVID-19? (9/8/20; adapted from 3/27/20 Webinar
Question 4)
No. The Genetic Information Nondiscrimination Act (GINA) prohibits employers from
asking employees medical questions about family members. GINA, however, does
not prohibit an employer from asking employees whether they have had contact
with anyone diagnosed with COVID-19 or who may have symptoms associated with
the disease. Moreover, from a public health perspective, only asking an employee
about his contact with family members would unnecessarily limit the information
obtained about an employee’s potential exposure to COVID-19.
A.11. What may an employer do under the ADA if an employee refuses to permit
the employer to take his temperature or refuses to answer questions about
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whether he has COVID-19, has symptoms associated with COVID-19, or has been
tested for COVID-19? (9/8/20; adapted from 3/27/20 Webinar Question 2)
Under the circumstances existing currently, the ADA allows an employer to bar an
employee from physical presence in the workplace if he refuses to have his
temperature taken or refuses to answer questions about whether he has COVID-19,
has symptoms associated with COVID-19, or has been tested for COVID-19. To gain
the cooperation of employees, however, employers may wish to ask the reasons for
the employee’s refusal. The employer may be able to provide information or
reassurance that they are taking these steps to ensure the safety of everyone in the
workplace, and that these steps are consistent with health screening
recommendations from CDC. Sometimes, employees are reluctant to provide
medical information because they fear an employer may widely spread such
personal medical information throughout the workplace. The ADA prohibits such
broad disclosures. Alternatively, if an employee requests reasonable
accommodation with respect to screening, the usual accommodation process
should be followed; this is discussed in Question G.7.
A.12. During the COVID-19 pandemic, may an employer request information
from employees who work on-site, whether regularly or occasionally, who
report feeling ill or who call in sick? (9/8/20; adapted from Pandemic Preparedness
Question 6)
Due to the COVID-19 pandemic, at this time employers may ask employees who
work on-site, whether regularly or occasionally, and report feeling ill or who call in
sick, questions about their symptoms as part of workplace screening for COVID-19.
A.13. May an employer ask an employee why he or she has been absent from
work? (9/8/20; adapted from Pandemic Preparedness Question 15)
Yes. Asking why an individual did not report to work is not a disability-related
inquiry. An employer is always entitled to know why an employee has not reported
for work.
A.14. When an employee returns from travel during a pandemic, must an
employer wait until the employee develops COVID-19 symptoms to ask
questions about where the person has traveled? (9/8/20; adapted from Pandemic
Preparedness Question 8)
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No. Questions about where a person traveled would not be disability-related
inquiries. If the CDC or state or local public health oÓicials recommend that people
who visit specified locations remain at home for a certain period of time, an
employer may ask whether employees are returning from these locations, even if
the travel was personal.

B. Conîdentiality of Medical
Information
With limited exceptions, the ADA requires employers to keep confidential any medical
information they learn about any applicant or employee. Medical information
includes not only a diagnosis or treatments, but also the fact that an individual has
requested or is receiving a reasonable accommodation.
B.1. May an employer store in existing medical files information it obtains
related to COVID-19, including the results of taking an employee's temperature
or the employee's self-identification as having this disease, or must the
employer create a new medical file system solely for this information? (4/9/20)
The ADA requires that all medical information about a particular employee be
stored separately from the employee's personnel file, thus limiting access to this
confidential information (https://www.eeoc.gov/transcript-march-27-2020outreach-webinar#q9) . An employer may store all medical information related to
COVID-19 in existing medical files. This includes an employee's statement that he
has the disease or suspects he has the disease, or the employer's notes or other
documentation from questioning an employee about symptoms.
B.2. If an employer requires all employees to have a daily temperature check
before entering the workplace, may the employer maintain a log of the results?
(4/9/20)
Yes. The employer needs to maintain the confidentiality of this information.
B.3. May an employer disclose the name of an employee to a public health
agency when it learns that the employee has COVID-19? (4/9/20)
Yes (https://www.cdc.gov/coronavirus/2019-ncov/community/contact-tracingnonhealthcare-workplaces.html) .
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B.4. May a temporary staÓing agency or a contractor that places an employee in
an employer's workplace notify the employer if it learns the employee has
COVID-19? (4/9/20)
Yes. The staÓing agency or contractor may notify the employer and disclose the
name of the employee, because the employer may need to determine if this
employee had contact with anyone in the workplace.
B.5. Suppose a manager learns that an employee has COVID-19, or has
symptoms associated with the disease. The manager knows she must report it
but is worried about violating ADA confidentiality. What should she do? (9/8/20;
adapted from 3/27/20 Webinar Question 5)
The ADA requires that an employer keep all medical information about employees
confidential, even if that information is not about a disability. Clearly, the
information that an employee has symptoms of, or a diagnosis of, COVID-19, is
medical information. But the fact that this is medical information does not prevent
the manager from reporting to appropriate employer oÓicials so that they can take
actions consistent with guidance from the CDC and other public health authorities.
The question is really what information to report: is it the fact that an employee—
unnamed—has symptoms of COVID-19 or a diagnosis, or is it the identity of that
employee? Who in the organization needs to know the identity of the employee will
depend on each workplace and why a specific oÓicial needs this information.
Employers should make every eÓort to limit the number of people who get to know
the name of the employee.
The ADA does not interfere with a designated representative of the employer
interviewing the employee to get a list of people with whom the employee possibly
had contact through the workplace, so that the employer can then take action to
notify those who may have come into contact with the employee, without revealing
the employee’s identity. For example, using a generic descriptor, such as telling
employees that “someone at this location” or “someone on the fourth floor” has
COVID-19, provides notice and does not violate the ADA’s prohibition of disclosure of
confidential medical information. For small employers, coworkers might be able to
figure out who the employee is, but employers in that situation are still prohibited
from confirming or revealing the employee’s identity. Also, all employer oÓicials
who are designated as needing to know the identity of an employee should be
specifically instructed that they must maintain the confidentiality of this
information. Employers may want to plan in advance what supervisors and
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managers should do if this situation arises and determine who will be responsible
for receiving information and taking next steps.
B.6. An employee who must report to the workplace knows that a coworker
who reports to the same workplace has symptoms associated with COVID-19.
Does ADA confidentiality prevent the first employee from disclosing the
coworker's symptoms to a supervisor? (9/8/20; adapted from 3/27/20 Webinar
Question 6)
No. ADA confidentiality does not prevent this employee from communicating to his
supervisor about a coworker’s symptoms. In other words, it is not an ADA
confidentiality violation for this employee to inform his supervisor about a
coworker’s symptoms. AÔer learning about this situation, the supervisor should
contact appropriate management oÓicials to report this information and discuss
next steps.
B.7. An employer knows that an employee is teleworking because the person
has COVID-19 or symptoms associated with the disease, and that he is in selfquarantine. May the employer tell staÓ that this particular employee is
teleworking without saying why? (9/8/20; adapted from 3/27/20 Webinar Question
7)
Yes. If staÓ need to know how to contact the employee, and that the employee is
working even if not present in the workplace, then disclosure that the employee is
teleworking without saying why is permissible. Also, if the employee was on leave
rather than teleworking because he has COVID-19 or symptoms associated with the
disease, or any other medical condition, then an employer cannot disclose the
reason for the leave, just the fact that the individual is on leave.
B.8. Many employees, including managers and supervisors, are now
teleworking as a result of COVID-19. How are they supposed to keep medical
information of employees confidential while working remotely? (9/8/20;
adapted from 3/27/20 Webinar Question 9)
The ADA requirement that medical information be kept confidential includes a
requirement that it be stored separately from regular personnel files. If a manager
or supervisor receives medical information involving COVID-19, or any other medical
information, while teleworking, and is able to follow an employer’s existing
confidentiality protocols while working remotely, the supervisor has to do so. But to
the extent that is not feasible, the supervisor still must safeguard this information to
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the greatest extent possible until the supervisor can properly store it. This means
that paper notepads, laptops, or other devices should not be leÔ where others can
access the protected information.
Similarly, documentation must not be stored electronically where others would
have access. A manager may even wish to use initials or another code to further
ensure confidentiality of the name of an employee.

C. Hiring and Onboarding
Under the ADA, prior to making a conditional job oÓer to an applicant, disabilityrelated inquiries and medical exams are generally prohibited. They are permitted
between the time of the oÓer and when the applicant begins work, provided they are
required for everyone in the same job category.
C.1. If an employer is hiring, may it screen applicants for symptoms of COVID19? (3/18/20)
Yes. An employer may screen job applicants for symptoms of COVID-19 aÔer making
a conditional job oÓer, as long as it does so for all entering employees in the same
type of job. This ADA rule applies whether or not the applicant has a disability.
C.2. May an employer take an applicant's temperature as part of a post-oÓer,
pre-employment medical exam? (3/18/20)
Yes. Any medical exams are permitted aÔer an employer has made a conditional
oÓer of employment. However, employers should be aware that some people with
COVID-19 do not have a fever.
C.3. May an employer delay the start date of an applicant who has COVID-19 or
symptoms associated with it? (3/18/20)
Yes. According to current CDC guidance, an individual who has COVID-19 or
symptoms associated with it should not be in the workplace.
C.4. May an employer withdraw a job oÓer when it needs the applicant to start
immediately but the individual has COVID-19 or symptoms of it? (3/18/20)
Based on current CDC guidance, this individual cannot safely enter the workplace,
and therefore the employer may withdraw the job oÓer.
KWWSVZZZHHRFJRYZ\VNZKDW\RXVKRXOGNQRZDERXWFRYLGDQGDGDUHKDELOLWDWLRQDFWDQGRWKHUHHRODZV


AR-04348

$0

:KDW<RX6KRXOG.QRZ$ERXW&29,'DQGWKH$'$WKH5HKDELOLWDWLRQ$FWDQG2WKHU((2/DZV_86(TXDO(PSOR\PHQW2«

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 29 of 298 PageID 4890

C.5. May an employer postpone the start date or withdraw a job oÓer because
the individual is 65 years old or pregnant, both of which place them at higher
risk from COVID-19? (4/9/20)
No. The fact that the CDC has identified those who are 65 or older, or pregnant
women, as being at greater risk does not justify unilaterally postponing the start
date or withdrawing a job oÓer. However, an employer may choose to allow
telework or to discuss with these individuals if they would like to postpone the start
date.

D. Reasonable Accommodation
Under the ADA, reasonable accommodations are adjustments or modifications
provided by an employer to enable people with disabilities to enjoy equal
employment opportunities. If a reasonable accommodation is needed and requested
by an individual with a disability to apply for a job, perform a job, or enjoy benefits
and privileges of employment, the employer must provide it unless it would pose an
undue hardship, meaning significant diÓiculty or expense. An employer has the
discretion to choose among eÓective accommodations. Where a requested
accommodation would result in undue hardship, the employer must oÓer an
alternative accommodation if one is available absent undue hardship. In discussing
accommodation requests, employers and employees may find it helpful to consult the
Job Accommodation Network (JAN) website for types of accommodations,
www.askjan.org (http://www.askjan.org/) . JAN's materials specific to COVID-19 are
at https://askjan.org/topics/COVID-19.cfm (https://askjan.org/topics/COVID19.cfm) .
D.1. If a job may only be performed at the workplace, are there reasonable
accommodations (https://www.eeoc.gov/laws/guidance/enforcementguidance-reasonable-accommodation-and-undue-hardship-underada#general) for individuals with disabilities, absent undue hardship
(https://www.eeoc.gov/laws/guidance/enforcement-guidance-reasonableaccommodation-and-undue-hardship-under-ada#undue) , that could oÓer
protection to an employee who, due to a preexisting disability, is at higher risk
from COVID-19? (4/9/20)
There may be reasonable accommodations that could oÓer protection to an
individual whose disability puts him at greater risk from COVID-19
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(https://www.eeoc.gov/transcript-march-27-2020-outreach-webinar#q17) and
who therefore requests such actions to eliminate possible exposure. Even with the
constraints imposed by a pandemic, some accommodations may meet an
employee's needs on a temporary basis without causing undue hardship on the
employer.
Low-cost solutions achieved with materials already on hand or easily obtained may
be eÓective. If not already implemented for all employees, accommodations for
those who request reduced contact with others due to a disability may include
changes to the work environment such as designating one-way aisles; using
plexiglass, tables, or other barriers to ensure minimum distances between
customers and coworkers whenever feasible per CDC guidance
(https://www.cdc.gov/coronavirus/2019-ncov/community/index.html) or other
accommodations that reduce chances of exposure.
Flexibility by employers and employees is important in determining if some
accommodation is possible in the circumstances. Temporary job restructuring of
marginal job duties, temporary transfers to a diÓerent position, or modifying a work
schedule or shiÔ assignment may also permit an individual with a disability to
perform safely the essential functions of the job while reducing exposure to others
in the workplace or while commuting.
D.2. If an employee has a preexisting mental illness or disorder that has been
exacerbated by the COVID-19 pandemic, may he now be entitled to a
reasonable accommodation (absent undue hardship)? (4/9/20)
Although many people feel significant stress due to the COVID-19 pandemic,
employees with certain preexisting mental health conditions, for example, anxiety
disorder, obsessive-compulsive disorder, or post-traumatic stress disorder, may
have more diÓiculty handling the disruption to daily life that has accompanied the
COVID-19 pandemic.
As with any accommodation request, employers may: ask questions to determine
whether the condition is a disability; discuss with the employee how the requested
accommodation would assist him and enable him to keep working; explore
alternative accommodations that may eÓectively meet his needs; and request
medical documentation if needed.
D.3. In a workplace where all employees are required to telework during this
time, should an employer postpone discussing a request from an employee
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with a disability for an accommodation that will not be needed until he returns
to the workplace when mandatory telework ends? (4/9/20)
Not necessarily. An employer may give higher priority to discussing requests for
reasonable accommodations that are needed while teleworking, but the employer
may begin discussing this request now. The employer may be able to acquire all the
information it needs to make a decision. If a reasonable accommodation is granted,
the employer also may be able to make some arrangements for the accommodation
in advance.
D.4. What if an employee was already receiving a reasonable accommodation
prior to the COVID-19 pandemic and now requests an additional or altered
accommodation? (4/9/20)
An employee who was already receiving a reasonable accommodation prior to the
COVID-19 pandemic may be entitled to an additional or altered accommodation,
absent undue hardship. For example, an employee who is teleworking because of
the pandemic may need a diÓerent type of accommodation than what he uses in
the workplace (https://www.eeoc.gov/transcript-march-27-2020-outreachwebinar#q20) . The employer may discuss
(https://www.eeoc.gov/laws/guidance/enforcement-guidance-reasonableaccommodation-and-undue-hardship-under-ada#requesting) with the
employee whether the same or a diÓerent disability is the basis for this new request
and why an additional or altered accommodation is needed.
D.5. During the pandemic, if an employee requests an accommodation for a
medical condition either at home or in the workplace, may an employer still
request information to determine if the condition is a disability? (4/17/20)
Yes, if it is not obvious or already known, an employer may ask questions or request
medical documentation to determine whether the employee has a "disability" as
defined by the ADA (a physical or mental impairment that substantially limits a
major life activity, or a history of a substantially limiting impairment).
D.6. During the pandemic, may an employer still engage in the interactive
process and request information from an employee about why an
accommodation is needed? (4/17/20)
Yes, if it is not obvious or already known, an employer may ask questions or request
medical documentation (https://www.eeoc.gov/transcript-march-27-2020KWWSVZZZHHRFJRYZ\VNZKDW\RXVKRXOGNQRZDERXWFRYLGDQGDGDUHKDELOLWDWLRQDFWDQGRWKHUHHRODZV


AR-04351

$0

:KDW<RX6KRXOG.QRZ$ERXW&29,'DQGWKH$'$WKH5HKDELOLWDWLRQ$FWDQG2WKHU((2/DZV_86(TXDO(PSOR\PHQW2«

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 32 of 298 PageID 4893

outreach-webinar#q17) to determine whether the employee's disability
necessitates an accommodation, either the one he requested or any other. Possible
questions (https://www.eeoc.gov/laws/guidance/enforcement-guidancereasonable-accommodation-and-undue-hardship-under-ada#requesting) for
the employee may include: (1) how the disability creates a limitation, (2) how the
requested accommodation will eÓectively address the limitation, (3) whether
another form of accommodation could eÓectively address the issue, and (4) how a
proposed accommodation will enable the employee to continue performing the
"essential functions" of his position (that is, the fundamental job duties).
D.7. If there is some urgency to providing an accommodation, or the employer
has limited time available to discuss the request during the pandemic, may an
employer provide a temporary accommodation? (4/17/20)
Yes. Given the pandemic, some employers may choose to forgo or shorten the
exchange of information between an employer and employee known as the
"interactive process" (discussed in D.5 and D.6., above) and grant the request. In
addition, when government restrictions change, or are partially or fully liÔed, the
need for accommodations may also change. This may result in more requests for
short-term accommodations. Employers may wish to adapt the interactive process
—and devise end dates for the accommodation—to suit changing circumstances
based on public health directives.
Whatever the reason for shortening or adapting the interactive process, an
employer may also choose to place an end date on the accommodation (for
example, either a specific date such as May 30, or when the employee returns to the
workplace part- or full-time due to changes in government restrictions limiting the
number of people who may congregate). Employers may also opt to provide a
requested accommodation on an interim or trial basis, with an end date, while
awaiting receipt of medical documentation. Choosing one of these alternatives may
be particularly helpful where the requested accommodation would provide
protection that an employee may need because of a pre-existing disability that puts
her at greater risk during this pandemic. This could also apply
(https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-adarehabilitation-act-and-other-eeo-laws#D.2) to employees who have disabilities
exacerbated by the pandemic.
Employees may request an extension that an employer must consider, particularly if
current government restrictions are extended or new ones adopted.
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D.8. May an employer invite employees now to ask for reasonable
accommodations they may need in the future when they are permitted to
return to the workplace? (4/17/20; updated 9/8/20 to address stakeholder
questions)
Yes. Employers may inform the workforce that employees with disabilities may
request accommodations in advance that they believe they may need when the
workplace re-opens. This is discussed in greater detail in Question G.6. If advance
requests are received, employers may begin the "interactive process" – the
discussion between the employer and employee focused on whether the
impairment is a disability and the reasons that an accommodation is needed. If an
employee chooses not to request accommodation in advance, and instead requests
it at a later time, the employer must still consider the request at that time.
D.9. Are the circumstances of the pandemic relevant to whether a requested
accommodation can be denied because it poses an undue hardship? (4/17/20)
Yes. An employer does not have to provide a particular reasonable accommodation
if it poses an "undue hardship
(https://www.eeoc.gov/laws/guidance/enforcement-guidance-reasonableaccommodation-and-undue-hardship-under-ada#undue) ," which means
"significant diÓiculty or expense." As described in the two questions that follow, in
some instances, an accommodation that would not have posed an undue hardship
prior to the pandemic may pose one now.
D.10. What types of undue hardship considerations may be relevant to
determine if a requested accommodation poses "significant diÓiculty" during
the COVID-19 pandemic? (4/17/20)
An employer may consider whether current circumstances create "significant
diÓiculty" in acquiring or providing certain accommodations, considering the facts
of the particular job and workplace. For example, it may be significantly more
diÓicult in this pandemic to conduct a needs assessment or to acquire certain items,
and delivery may be impacted, particularly for employees who may be teleworking.
Or, it may be significantly more diÓicult to provide employees with temporary
assignments, to remove marginal functions, or to readily hire temporary workers for
specialized positions. If a particular accommodation poses an undue hardship,
employers and employees should work together to determine if there may be an
alternative that could be provided that does not pose such problems.
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D.11. What types of undue hardship considerations may be relevant to
determine if a requested accommodation poses "significant expense" during
the COVID-19 pandemic? (4/17/20)
Prior to the COVID-19 pandemic, most accommodations did not pose a significant
expense when considered against an employer's overall budget and resources
(always considering the budget/resources of the entire entity and not just its
components). But, the sudden loss of some or all of an employer's income stream
because of this pandemic is a relevant consideration. Also relevant is the amount of
discretionary funds available at this time—when considering other expenses—and
whether there is an expected date that current restrictions on an employer's
operations will be liÔed (or new restrictions will be added or substituted). These
considerations do not mean that an employer can reject any accommodation that
costs money; an employer must weigh the cost of an accommodation against its
current budget while taking into account constraints created by this pandemic. For
example, even under current circumstances, there may be many no-cost or very
low-cost accommodations.
D.12. Do the ADA and the Rehabilitation Act apply to applicants or employees
who are classified as “critical infrastructure workers
(https://www.cdc.gov/coronavirus/2019-ncov/downloads/Essential-CriticalWorkers_Dos-and-Donts.pdf) ” or “essential critical workers
(https://www.cdc.gov/coronavirus/2019-ncov/community/criticalworkers/implementing-safety-practices.html) ” by the CDC? (4/23/20)
Yes. These CDC designations, or any other designations of certain employees, do not
eliminate coverage under the ADA or the Rehabilitation Act, or any other equal
employment opportunity law. Therefore, employers receiving requests for
reasonable accommodation under the ADA or the Rehabilitation Act from
employees falling in these categories of jobs must accept and process the requests
as they would for any other employee. Whether the request is granted will depend
on whether the worker is an individual with a disability, and whether there is a
reasonable accommodation that can be provided absent undue hardship.
D.13. Is an employee entitled to an accommodation under the ADA in order to
avoid exposing a family member who is at higher risk of severe illness from
COVID-19 due to an underlying medical condition? (6/11/20)
No. Although the ADA prohibits discrimination based on association with an
individual with a disability, that protection is limited to disparate treatment or
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harassment. The ADA does not require that an employer accommodate an
employee without a disability based on the disability-related needs of a family
member or other person with whom she is associated.
For example, an employee without a disability is not entitled under the ADA to
telework as an accommodation in order to protect a family member with a disability
from potential COVID-19 exposure.
Of course, an employer is free to provide such flexibilities if it chooses to do so. An
employer choosing to oÓer additional flexibilities beyond what the law requires
should be careful not to engage in disparate treatment on a protected EEO basis.
D.14. When an employer requires some or all of its employees to telework
because of COVID-19 or government oÓicials require employers to shut down
their facilities and have workers telework, is the employer required to provide
a teleworking employee with the same reasonable accommodations for
disability under the ADA or the Rehabilitation Act that it provides to this
individual in the workplace? (9/8/20; adapted from 3/27/20 Webinar Question 20)
If such a request is made, the employer and employee should discuss what the
employee needs and why, and whether the same or a diÓerent accommodation
could suÓice in the home setting. For example, an employee may already have
certain things in their home to enable them to do their job so that they do not need
to have all of the accommodations that are provided in the workplace.
Also, the undue hardship considerations might be diÓerent when evaluating a
request for accommodation when teleworking rather than working in the
workplace. A reasonable accommodation that is feasible and does not pose an
undue hardship in the workplace might pose one when considering circumstances,
such as the place where it is needed and the reason for telework. For example, the
fact that the period of telework may be of a temporary or unknown duration may
render certain accommodations either not feasible or an undue hardship. There
may also be constraints on the normal availability of items or on the ability of an
employer to conduct a necessary assessment.
As a practical matter, and in light of the circumstances that led to the need for
telework, employers and employees should both be creative and flexible about
what can be done when an employee needs a reasonable accommodation for
telework at home. If possible, providing interim accommodations might be
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appropriate while an employer discusses a request with the employee or is waiting
for additional information.
D.15. Assume that an employer grants telework to employees for the purpose
of slowing or stopping the spread of COVID-19. When an employer reopens the
workplace and recalls employees to the worksite, does the employer
automatically have to grant telework as a reasonable accommodation to every
employee with a disability who requests to continue this arrangement as an
ADA/Rehabilitation Act accommodation? (9/8/20; adapted from 3/27/20 Webinar
Question 21)
No. Any time an employee requests a reasonable accommodation, the employer is
entitled to understand the disability-related limitation that necessitates an
accommodation. If there is no disability-related limitation that requires teleworking,
then the employer does not have to provide telework as an accommodation. Or, if
there is a disability-related limitation but the employer can eÓectively address the
need with another form of reasonable accommodation at the workplace, then the
employer can choose that alternative to telework.
To the extent that an employer is permitting telework to employees because of
COVID-19 and is choosing to excuse an employee from performing one or more
essential functions, then a request—aÔer the workplace reopens—to continue
telework as a reasonable accommodation does not have to be granted if it requires
continuing to excuse the employee from performing an essential function. The ADA
never requires an employer to eliminate an essential function as an accommodation
for an individual with a disability.
The fact that an employer temporarily excused performance of one or more
essential functions when it closed the workplace and enabled employees to
telework for the purpose of protecting their safety from COVID-19, or otherwise
chose to permit telework, does not mean that the employer permanently changed a
job’s essential functions, that telework is always a feasible accommodation, or that
it does not pose an undue hardship. These are fact-specific determinations. The
employer has no obligation under the ADA to refrain from restoring all of an
employee’s essential duties at such time as it chooses to restore the prior work
arrangement, and then evaluating any requests for continued or new
accommodations under the usual ADA rules.
D.16. Assume that prior to the emergence of the COVID-19 pandemic, an
employee with a disability had requested telework as a reasonable
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accommodation. The employee had shown a disability-related need for this
accommodation, but the employer denied it because of concerns that the
employee would not be able to perform the essential functions remotely. In the
past, the employee therefore continued to come to the workplace. However,
aÔer the COVID-19 crisis has subsided and temporary telework ends, the
employee renews her request for telework as a reasonable accommodation.
Can the employer again refuse the request? (9/8/20; adapted from 3/27/20
Webinar Question 22)
Assuming all the requirements for such a reasonable accommodation are satisfied,
the temporary telework experience could be relevant to considering the renewed
request. In this situation, for example, the period of providing telework because of
the COVID-19 pandemic could serve as a trial period that showed whether or not
this employee with a disability could satisfactorily perform all essential functions
while working remotely, and the employer should consider any new requests in
light of this information. As with all accommodation requests, the employee and the
employer should engage in a flexible, cooperative interactive process going forward
if this issue does arise.
D.17. Might the pandemic result in excusable delays during the interactive
process? (9/8/20; adapted from 3/27/20 Webinar Question 19)
Yes. The rapid spread of COVID-19 has disrupted normal work routines and may
have resulted in unexpected or increased requests for reasonable accommodation.
Although employers and employees should address these requests as soon as
possible, the extraordinary circumstances of the COVID-19 pandemic may result in
delay in discussing requests and in providing accommodation where warranted.
Employers and employees are encouraged to use interim solutions to enable
employees to keep working as much as possible.
D.18. Federal agencies are required to have timelines in their written
reasonable accommodation procedures governing how quickly they will
process requests and provide reasonable accommodations. What happens if
circumstances created by the pandemic prevent an agency from meeting this
timeline? (9/8/20; adapted from 3/27/20 Webinar Question 19)
Situations created by the current COVID-19 crisis may constitute an “extenuating
circumstance”—something beyond a Federal agency’s control—that may justify
exceeding the normal timeline that an agency has adopted in its internal reasonable
accommodation procedures.
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E. Pandemic-Related Harassment
Due to National Origin, Race, or
Other Protected Characteristics

E.1. What practical tools are available to employers to reduce and address
workplace harassment that may arise as a result of the COVID-19 pandemic?
(4/9/20)
Employers can help reduce the chance of harassment by explicitly communicating
to the workforce that fear of the COVID-19 pandemic should not be misdirected
against individuals because of a protected characteristic, including their national
origin, race (https://www.eeoc.gov/wysk/message-eeoc-chair-janet-dhillonnational-origin-and-race-discrimination-during-covid-19) , or other prohibited
bases.
Practical anti-harassment tools provided by the EEOC for small businesses can be
found here:
Anti-harassment policy tips (https://www.eeoc.gov/employers/smallbusiness/harassment-policy-tips) for small businesses
Select Task Force on the Study of Harassment in the Workplace (includes
detailed recommendations and tools to aid in designing eÓective antiharassment policies; developing training curricula; implementing complaint,
reporting, and investigation procedures; creating an organizational culture in
which harassment is not tolerated):
report (https://www.eeoc.gov/select-task-force-study-harassmentworkplace#_Toc453686319) ;
checklists (https://www.eeoc.gov/select-task-force-studyharassment-workplace#_Toc453686319) for employers who want to
reduce and address harassment in the workplace; and
chart (https://www.eeoc.gov/chart-risk-factors-harassment-andresponsive-strategies) of risk factors that lead to harassment and
appropriate responses.
E.2. Are there steps an employer should take to address possible harassment
and discrimination against coworkers when it re-opens the workplace? (4/17/20)
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Yes. An employer may remind all employees that it is against the federal EEO laws to
harass or otherwise discriminate against coworkers based on race, national origin,
color, sex, religion, age (40 or over), disability, or genetic information. It may be
particularly helpful for employers to advise supervisors and managers of their roles
in watching for, stopping, and reporting any harassment or other discrimination. An
employer may also make clear that it will immediately review any allegations of
harassment or discrimination and take appropriate action.
E.3. How may employers respond to pandemic-related harassment, in
particular against employees who are or are perceived to be Asian? (6/11/20)
Managers should be alert to demeaning, derogatory, or hostile remarks directed to
employees who are or are perceived to be of Chinese or other Asian national origin,
including about the coronavirus or its origins.
All employers covered by Title VII should ensure that management understands in
advance how to recognize such harassment. Harassment may occur using electronic
communication tools—regardless of whether employees are in the workplace,
teleworking, or on leave—and also in person between employees at the worksite.
Harassment of employees at the worksite may also originate with contractors,
customers or clients, or, for example, with patients or their family members at
health care facilities, assisted living facilities, and nursing homes. Managers should
know their legal obligations and be instructed
(https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-adarehabilitation-act-and-other-eeo-laws#E.2) to quickly identify and resolve
potential problems, before they rise to the level of unlawful discrimination.
Employers may choose to send a reminder to the entire workforce noting Title VII’s
prohibitions on harassment, reminding employees that harassment will not be
tolerated, and inviting anyone who experiences or witnesses workplace harassment
to report it to management. Employers may remind employees that harassment can
result in disciplinary action up to and including termination.
E.4. An employer learns that an employee who is teleworking due to the
pandemic is sending harassing emails to another worker. What actions should
the employer take? (6/11/20)
The employer should take the same actions it would take if the employee was in the
workplace. Employees may not harass other employees through, for example,
emails, calls, or platforms for video or chat communication and collaboration.
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F.1. Under the EEOC's laws, what waiver responsibilities apply when an
employer is conducting layoÓs? (4/9/20)
Special rules apply when an employer is oÓering employees severance packages in
exchange for a general release of all discrimination claims against the employer.
More information is available in EEOC's technical assistance document on
severance agreements (https://www.eeoc.gov/laws/guidance/qaunderstanding-waivers-discrimination-claims-employee-severanceagreements) .
F.2. What are additional EEO considerations in planning furloughs or layoÓs?
(9/8/20; adapted from 3/27/20 Webinar Question 13)
The laws enforced by the EEOC prohibit covered employers from selecting people
for furlough or layoÓ because of that individual’s race, color, religion, national
origin, sex, age, disability, protected genetic information, or in retaliation for
protected EEO activity.

G. Return to Work
G.1. As government stay-at-home orders and other restrictions are modified or
liÔed in your area, how will employers know what steps they can take
consistent with the ADA to screen employees for COVID-19 when entering the
workplace? (4/17/20)
The ADA permits employers to make disability-related inquiries and conduct
medical exams if job-related and consistent with business necessity. Inquiries and
reliable medical exams meet this standard if it is necessary to exclude employees
with a medical condition that would pose a direct threat to health or safety.
Direct threat is to be determined based on the best available objective medical
evidence. The guidance from CDC or other public health authorities is such
evidence. Therefore, employers will be acting consistent with the ADA as long as any
screening implemented is consistent with advice from the CDC and public health
authorities for that type of workplace at that time.
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For example, this may include continuing to take temperatures and asking
questions about symptoms (or require self-reporting) of all those entering the
workplace. Similarly, the CDC recently posted information
(https://www.cdc.gov/coronavirus/2019-ncov/community/criticalworkers/implementing-safety-practices.html) on return by certain types of
critical workers.
Employers should make sure not to engage in unlawful disparate treatment based
on protected characteristics in decisions related to screening and exclusion.
G.2. An employer requires returning workers to wear personal protective gear
and engage in infection control practices. Some employees ask for
accommodations due to a need for modified protective gear. Must an employer
grant these requests? (4/17/20)
An employer may require employees to wear protective gear (for example, masks
and gloves) and observe infection control practices (for example, regular hand
washing and social distancing protocols).
However, where an employee with a disability needs a related reasonable
accommodation under the ADA (e.g., non-latex gloves, modified face masks for
interpreters or others who communicate with an employee who uses lip reading, or
gowns designed for individuals who use wheelchairs), or a religious
accommodation under Title VII (such as modified equipment due to religious garb),
the employer should discuss the request and provide the modification or an
alternative if feasible and not an undue hardship on the operation of the employer's
business under the ADA or Title VII.
G.3. What does an employee need to do in order to request reasonable
accommodation from her employer because she has one of the medical
conditions (https://www.cdc.gov/coronavirus/2019-ncov/need-extraprecautions/people-at-higher-risk.html) that CDC says may put her at higher
risk for severe illness from COVID-19? (5/5/20)
An employee—or a third party, such as an employee’s doctor—must let the
employer know (https://www.eeoc.gov/laws/guidance/enforcement-guidancereasonable-accommodation-and-undue-hardship-under-ada#requesting) that
she needs a change for a reason related to a medical condition (here, the underlying
condition). Individuals may request accommodation in conversation or in writing.
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While the employee (or third party) does not need to use the term “reasonable
accommodation” or reference the ADA, she may do so.
The employee or her representative should communicate that she has a medical
condition that necessitates a change to meet a medical need. AÔer receiving a
request, the employer may ask questions or seek medical documentation
(https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-adarehabilitation-act-and-other-eeo-laws#D.6) to help decide if the individual has a
disability and if there is a reasonable accommodation, barring undue hardship
(https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-adarehabilitation-act-and-other-eeo-laws#D) , that can be provided.
G.4. The CDC identifies a number of medical conditions that might place
individuals at “higher risk for severe illness”
(https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/peopleat-higher-risk.html) if they get COVID-19. An employer knows that an employee
has one of these conditions and is concerned that his health will be jeopardized
upon returning to the workplace, but the employee has not requested
accommodation. How does the ADA apply to this situation? (5/7/20)
First, if the employee does not request a reasonable accommodation, the ADA does
not mandate that the employer take action.
If the employer is concerned about the employee’s health being jeopardized upon
returning to the workplace, the ADA does not allow the employer to exclude the
employee—or take any other adverse action—solely because the employee has a
disability that the CDC identifies as potentially placing him at “higher risk for severe
illness” if he gets COVID-19. Under the ADA, such action is not allowed unless the
employee’s disability poses a “direct threat” to his health that cannot be eliminated
or reduced by reasonable accommodation.
The ADA direct threat requirement is a high standard. As an aÓirmative defense,
direct threat requires an employer to show that the individual has a disability that
poses a “significant risk of substantial harm” to his own health under 29 C.F.R.
section 1630.2(r) (https://www.ecfr.gov/cgi-bin/text-idx?
SID=28cadc4b7b37847fd37f41f8574b5921&mc=true&node=pt29.4.1630&rgn=d
iv5#se29.4.1630_12) (regulation addressing direct threat to health or safety of self
or others). A direct threat assessment cannot be based solely on the condition being
on the CDC’s list; the determination must be an individualized assessment based on
a reasonable medical judgment about this employee’s disability—not the disability
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in general—using the most current medical knowledge and/or on the best available
objective evidence. The ADA regulation requires an employer to consider the
duration of the risk, the nature and severity of the potential harm, the likelihood
that the potential harm will occur, and the imminence of the potential harm.
Analysis of these factors will likely include considerations based on the severity of
the pandemic in a particular area and the employee’s own health (for example, is
the employee’s disability well-controlled), and his particular job duties. A
determination of direct threat also would include the likelihood that an individual
will be exposed to the virus at the worksite. Measures that an employer may be
taking in general to protect all workers, such as mandatory social distancing, also
would be relevant.
Even if an employer determines that an employee’s disability poses a direct threat
to his own health, the employer still cannot exclude the employee from the
workplace—or take any other adverse action—unless there is no way to provide a
reasonable accommodation (absent undue hardship). The ADA regulations require
an employer to consider whether there are reasonable accommodations that would
eliminate or reduce the risk so that it would be safe for the employee to return to
the workplace while still permitting performance of essential functions. This can
involve an interactive process with the employee. If there are not accommodations
that permit this, then an employer must consider accommodations such as
telework, leave, or reassignment (perhaps to a diÓerent job in a place where it may
be safer for the employee to work or that permits telework). An employer may only
bar an employee from the workplace if, aÔer going through all these steps, the facts
support the conclusion that the employee poses a significant risk of substantial
harm to himself that cannot be reduced or eliminated by reasonable
accommodation.
G.5. What are examples of accommodation that, absent undue hardship, may
eliminate (or reduce to an acceptable level) a direct threat to self? (5/5/20)
Accommodations (https://www.eeoc.gov/wysk/what-you-should-know-aboutcovid-19-and-ada-rehabilitation-act-and-other-eeo-laws#D.1) may include
additional or enhanced protective gowns, masks, gloves, or other gear beyond what
the employer may generally provide to employees returning to its workplace.
Accommodations also may include additional or enhanced protective measures, for
example, erecting a barrier that provides separation between an employee with a
disability and coworkers/the public or increasing the space between an employee
with a disability and others. Another possible reasonable accommodation may be
KWWSVZZZHHRFJRYZ\VNZKDW\RXVKRXOGNQRZDERXWFRYLGDQGDGDUHKDELOLWDWLRQDFWDQGRWKHUHHRODZV


AR-04363

$0

:KDW<RX6KRXOG.QRZ$ERXW&29,'DQGWKH$'$WKH5HKDELOLWDWLRQ$FWDQG2WKHU((2/DZV_86(TXDO(PSOR\PHQW2«

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 44 of 298 PageID 4905

elimination or substitution of particular “marginal” functions (less critical or
incidental job duties as distinguished from the “essential” functions of a particular
position). In addition, accommodations may include temporary modification of
work schedules (if that decreases contact with coworkers and/or the public when on
duty or commuting) or moving the location of where one performs work (for
example, moving a person to the end of a production line rather than in the middle
of it if that provides more social distancing).
These are only a few ideas. Identifying an eÓective accommodation depends,
among other things, on an employee’s job duties and the design of the workspace.
An employer and employee should discuss possible ideas; the Job Accommodation
Network (www.askjan.org (http://www.askjan.org/) ) also may be able to assist in
helping identify possible accommodations. As with all discussions of reasonable
accommodation during this pandemic, employers and employees are encouraged
to be creative and flexible.
G.6. As a best practice, and in advance of having some or all employees return
to the workplace, are there ways for an employer to invite employees to
request flexibility in work arrangements? (6/11/20)
Yes. The ADA and the Rehabilitation Act permit employers to make information
available in advance to all employees about who to contact—if they wish—to
request accommodation for a disability that they may need upon return to the
workplace, even if no date has been announced for their return. If requests are
received in advance, the employer may begin the interactive process
(https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-adarehabilitation-act-and-other-eeo-laws#D.8) . An employer may choose to include
in such a notice all the CDC-listed medical conditions that may place people at
higher risk of serious illness if they contract COVID-19, provide instructions about
who to contact, and explain that the employer is willing to consider on a case-bycase basis any requests from employees who have these or other medical
conditions.
An employer also may send a general notice to all employees who are designated
for returning to the workplace, noting that the employer is willing to consider
requests for accommodation or flexibilities on an individualized basis. The
employer should specify if the contacts diÓer depending on the reason for the
request – for example, if the oÓice or person to contact is diÓerent for employees
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with disabilities or pregnant workers than for employees whose request is based on
age or child-care responsibilities.
Either approach is consistent with the ADEA, the ADA, and the May 29, 2020 CDC
guidance (https://www.cdc.gov/coronavirus/2019-ncov/community/high-riskworkers.html?deliveryName=USCDC_2067-DM29601) that emphasizes the
importance of employers providing accommodations or flexibilities to employees
who, due to age or certain medical conditions, are at higher risk for severe illness.
Regardless of the approach, however, employers should ensure that whoever
receives inquiries knows how to handle them consistent with the diÓerent federal
employment nondiscrimination laws that may apply, for instance, with respect to
accommodations due to a medical condition, a religious belief, or pregnancy.
G.7. What should an employer do if an employee entering the worksite requests
an alternative method of screening due to a medical condition? (6/11/20)
This is a request for reasonable accommodation, and an employer should proceed
as it would for any other request for accommodation under the ADA or the
Rehabilitation Act. If the requested change is easy to provide and inexpensive, the
employer might voluntarily choose to make it available to anyone who asks,
without going through an interactive process. Alternatively, if the disability is not
obvious or already known, an employer may ask the employee for information to
establish that the condition is a disability (https://www.eeoc.gov/wysk/whatyou-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeolaws#D.5) and what specific limitations require an accommodation. If necessary, an
employer also may request medical documentation to support the employee’s
request, and then determine if that accommodation or an alternative eÓective
accommodation can be provided, absent undue hardship.
Similarly, if an employee requested an alternative method of screening as a
religious accommodation, the employer should determine if accommodation is
available under Title VII (https://www.eeoc.gov/laws/guidance/questions-andanswers-religious-discrimination-workplace) .

H. Age
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H.1. The CDC has explained (https://www.cdc.gov/coronavirus/2019-ncov/needextra-precautions/people-at-higher-risk.html) that individuals age 65 and over
are at higher risk for a severe case of COVID-19 if they contract the virus and
therefore has encouraged employers to oÓer maximum flexibilities to this
group. Do employees age 65 and over have protections under the federal
employment discrimination laws? (6/11/20)
The Age Discrimination in Employment Act (ADEA) prohibits employment
discrimination against individuals age 40 and older. The ADEA would prohibit a
covered employer from involuntarily excluding an individual from the workplace
based on his or her being 65 or older, even if the employer acted for benevolent
reasons such as protecting the employee due to higher risk of severe illness from
COVID-19.
Unlike the ADA, the ADEA does not include a right to reasonable accommodation for
older workers due to age. However, employers are free to provide flexibility to
workers age 65 and older; the ADEA does not prohibit this, even if it results in
younger workers ages 40-64 being treated less favorably based on age in
comparison.
Workers age 65 and older also may have medical conditions that bring them under
the protection of the ADA as individuals with disabilities. As such, they may request
reasonable accommodation for their disability
(https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-adarehabilitation-act-and-other-eeo-laws#D.1) as opposed to their age.
H.2. If an employer is choosing to oÓer flexibilities to other workers, may older
comparable workers be treated less favorably based on age? (9/8/20; adapted
from 3/27/20 Webinar Question 12)
No. If an employer is allowing other comparable workers to telework, it should
make sure it is not treating older workers less favorably based on their age.

I. Caregivers/Family Responsibilities
I.1. If an employer provides telework, modified schedules, or other benefits to
employees with school-age children due to school closures or distance learning
during the pandemic, are there sex discrimination considerations? (6/11/20)
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Employers may provide any flexibilities as long as they are not treating employees
diÓerently based on sex or other EEO-protected characteristics. For example, under
Title VII, female employees cannot be given more favorable treatment than male
employees because of a gender-based assumption about who may have caretaking
responsibilities (https://www.eeoc.gov/laws/guidance/enforcement-guidanceunlawful-disparate-treatment-workers-caregiving-responsibilities) for children.

J. Pregnancy
J.1. Due to the pandemic, may an employer exclude an employee from the
workplace involuntarily due to pregnancy
(https://www.cdc.gov/coronavirus/2019-ncov/need-extraprecautions/pregnancy-breastfeeding.html) ? (6/11/20)
No. Sex discrimination under Title VII of the Civil Rights Act includes discrimination
based on pregnancy. Even if motivated by benevolent concern, an employer is not
permitted to single out workers on the basis of pregnancy for adverse employment
actions, including involuntary leave, layoÓ, or furlough.
J.2. Is there a right to accommodation based on pregnancy during the
pandemic? (6/11/20)
There are two federal employment discrimination laws that may trigger
accommodation for employees based on pregnancy
(https://www.eeoc.gov/laws/guidance/legal-rights-pregnant-workers-underfederal-law) .
First, pregnancy-related medical conditions may themselves be disabilities under
the ADA, even though pregnancy itself is not an ADA disability. If an employee makes
a request for reasonable accommodation due to a pregnancy-related medical
condition, the employer must consider it under the usual ADA rules.
Second, Title VII as amended by the Pregnancy Discrimination Act specifically
requires that women aÓected by pregnancy, childbirth, and related medical
conditions be treated the same as others who are similar in their ability or inability
to work. This means that a pregnant employee may be entitled to job modifications,
including telework, changes to work schedules or assignments, and leave to the
extent provided for other employees who are similar in their ability or inability to
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work. Employers should ensure that supervisors, managers, and human resources
personnel know how to handle such requests to avoid disparate treatment in
violation of Title VII.

K. Vaccinations - Overview, ADA,
Title VII, and GINA
The availability of COVID-19 vaccinations raises questions under the federal equal
employment opportunity (EEO) laws, including the Americans with Disabilities Act
(ADA), the Rehabilitation Act, the Genetic Information Nondiscrimination Act (GINA),
and Title VII of the Civil Rights Act, as amended, inter alia, by the Pregnancy
Discrimination Act (Title VII) (see also Section J, EEO rights relating to
pregnancy and Section L, Vaccinations – Title VII and Religious Objections to
COVID-19 Vaccine Mandates.)
This section was originally issued on December 16, 2020, and was updated on October
25, 2021. Note that the Centers for Disease Control and Prevention (CDC) has issued
guidance (https://www.cdc.gov/coronavirus/2019-ncov/vaccines/fullyvaccinated.html) for fully vaccinated individuals that addresses, among other things,
when they need to wear a mask indoors.
The EEOC has received many inquiries from employers and employees about the type
of authorization granted by the U.S. Department of Health and Human Services (HHS)
Food and Drug Administration (FDA) for the administration of COVID-19 vaccines. On
August 23, 2021, the FDA approved the Biologics License Application for the PfizerBioNTech COVID-19 vaccine for use in individuals 16 years of age and older.
Previously, the FDA granted Emergency Use Authorizations (EUAs) for the two other
vaccines—one made by Moderna and the other by Janssen/Johnson & Johnson—
authorizing them for use in the United States for individuals 18 years of age and
older. The Pfizer-BioNTech vaccine is authorized under an EUA for individuals 12 years
of age and older and for the administration of a third dose
(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html) in
certain immunocompromised individuals. For the current status of vaccines
authorized or approved by the FDA, please visit:
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19vaccines-us.html (https://www.cdc.gov/vaccines/covid-19/clinicalconsiderations/covid-19-vaccines-us.html)
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Also of note, on July 6, 2021, the U.S. Department of Justice’s OÓice of Legal Counsel
issued a Memorandum Opinion concluding that section 564 of the Federal Food, Drug,
and Cosmetic Act does not prohibit public or private entities from imposing
vaccination requirements for a vaccine that is subject to an EUA.
Other federal, state, and local laws and regulations govern COVID-19 vaccination of
employees, including requirements for the federal government as an employer. The
federal government as an employer is subject to the EEO laws. Federal departments
and agencies should consult the website of the Safer Federal Workforce Task Force
(https://www.saferfederalworkforce.gov/) for the latest guidance on federal
agency operations during the COVID-19 pandemic.
This technical assistance on vaccinations was written to help employees and
employers better understand how federal laws related to workplace discrimination
apply during the COVID-19 pandemic. The EEOC questions and answers provided here
set forth applicable EEO legal standards consistent with the federal civil rights laws
enforced by the EEOC and with EEOC regulations, guidance, and technical assistance,
unless another source is expressly cited. In addition, whether an employer meets the
EEO standards will depend on the application of these standards to particular factual
situations.

COVID-19 Vaccinations:c EEO Overview
K.1. Under the ADA, Title VII, and other federal employment nondiscrimination
laws, may an employer require all employees physically entering the
workplace to be vaccinated against COVID-19? (Updated 10/13/21)
The federal EEO laws do not prevent an employer from requiring all employees
physically entering the workplace to be fully vaccinated against COVID-19, subject to
the reasonable accommodation provisions of Title VII and the ADA and other
EEO considerations discussed below. (See Section L, Vaccinations – Title VII and
Religious Objections to COVID-19 Vaccine Mandates).
In some circumstances, Title VII and the ADA require an employer to provide
reasonable accommodations for employees who, because of a disability or a
sincerely held religious belief, practice, or observance, do not get vaccinated against
COVID-19, unless providing an accommodation would pose an undue hardship on
the operation of the employer’s business. The analysis for undue hardship depends
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on whether the accommodation is for a disability (including pregnancy-related
conditions that constitute a disability) (see K.6) or for religion (see K.12).
As with any employment policy, employers that have a vaccination requirement
may need to respond to allegations that the requirement has a disparate impact on
—or disproportionately excludes—employees based on their race, color, religion,
sex, or national origin under Title VII (or age under the Age Discrimination in
Employment Act [40+]). Employers should keep in mind that because some
individuals or demographic groups may face barriers to receiving a COVID-19
vaccination, some employees may be more likely to be negatively impacted by a
vaccination requirement.
It would also be unlawful to apply a vaccination requirement to employees in a way
that treats employees diÓerently based on disability, race, color, religion, sex
(including pregnancy, sexual orientation, and gender identity), national origin, age,
or genetic information, unless there is a legitimate non-discriminatory reason.
K.2. What are some examples of reasonable accommodations or modifications
that employers may have to provide to employees who do not get vaccinated
due to disability; religious beliefs, practices, or observance; or pregnancy?
(5/28/21)
An employee who does not get vaccinated due to a disability (covered by the ADA)
or a sincerely held religious belief, practice, or observance (covered by Title VII) may
be entitled to a reasonable accommodation that does not pose an undue hardship
on the operation of the employer’s business. For example, as a reasonable
accommodation, an unvaccinated employee entering the workplace might wear a
face mask, work at a social distance from coworkers or non-employees, work a
modified shiÔ, get periodic tests for COVID-19, be given the opportunity to telework,
or finally, accept a reassignment.
Employees who are not vaccinated because of pregnancy may be entitled (under
Title VII) to adjustments to keep working, if the employer makes modifications or
exceptions for other employees. These modifications may be the same as the
accommodations made for an employee based on disability or religion.
K.3. How can employers encourage employees and their family members to be
vaccinated against COVID-19 without violating the EEO laws, especially the ADA
and GINA? (Updated 10/13/21)
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Employers may provide employees and their family members with information to
educate them about COVID-19 vaccines, raise awareness about the benefits of
vaccination, and address common questions and concerns. Employers also may
work with local public health authorities, medical providers, or pharmacies to make
vaccinations available for unvaccinated workers in the workplace. Also, under
certain circumstances employers may oÓer incentives to employees who receive
COVID-19 vaccinations, as discussed in K.16 - K.21. The federal government is
providing COVID-19 vaccines at no cost to everyone 12 years of age and older.
There are many resources available to employees seeking more information about
how to get vaccinated against COVID-19:
The federal government’s online vaccines.gov (https://www.vaccines.gov/)
site can identify vaccination sites anywhere in the country (or
https://www.vacunas.gov (https://www.vacunas.gov) for Spanish).
Individuals also can text their ZIP code to “GETVAX” (438829)–or “VACUNA”
(822862) for Spanish–to find three vaccination locations near them.
Employees with disabilities (or employees’ family members with disabilities)
may need extra support to obtain a vaccination, such as transportation or inhome vaccinations. The HHS/Administration for Community Living has
launched the Disability Information and Assistance Line (DIAL) to assist
individuals with disabilities in obtaining such help. DIAL can be reached at:
888-677-1199 from 9 am to 8 pm (Eastern Standard Time) Mondays through
Fridays or by emailing DIAL@n4a.org.
CDC’s website oÓers a link to a listing of local health departments
(https://www.cdc.gov/publichealthgateway/healthdirectories/index.html)
, which can provide more information about local vaccination eÓorts.
In addition, CDC provides a complete communication “tool kit” for employers
to use with their workforce to educate people about getting a COVID-19
vaccine. Although originally written for essential workers and employers, it is
useful for all workers and employers. See Workplace Vaccination Program |
CDC (https://www.cdc.gov/coronavirus/2019ncov/vaccines/recommendations/essentialworker/workplace-vaccinationprogram.html) .
Some employees may not have reliable access to the internet to identify nearby
vaccination locations or may speak no English or have limited English
proficiency and find it diÓicult to make an appointment for a vaccination over
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the phone. CDC operates a toll-free telephone line that can provide assistance
in many languages for individuals seeking more information about
vaccinations: 800-232-4636; TTY 888-232-6348.
Some employees also may require assistance with transportation to
vaccination sites. Employers may gather and disseminate information to their
employees on low-cost and no-cost transportation resources serving
vaccination sites available in their community and oÓer paid time-oÓ for
vaccination, particularly if transportation is not readily available outside regular
work hours.
Employers should provide the contact information of a management
representative for employees who need to request a reasonable
accommodation for a disability or religious belief, practice, or observance, or to
ensure nondiscrimination for an employee who is pregnant.

The ADA and COVID-19 Vaccinations
K.4. Is information about an employee’s COVID-19 vaccination confidential
medical information under the ADA? (Updated 10/13/21)
Yes. The ADA requires an employer to maintain the confidentiality of employee
medical information. Although the EEO laws do not prevent employers from
requiring employees to provide documentation or other confirmation of
vaccination, this information, like all medical information, must be kept confidential
and stored separately from the employee’s personnel files under the ADA.
Mandatory Employer Vaccination Programs

K.5. Under the ADA, may an employer require a COVID-19 vaccination for all
employees entering the workplace, even though it knows that some employees
may not get a vaccine because of a disability? (Updated 5/28/21)
Yes, provided certain requirements are met. Under the ADA, an employer may
require an individual with a disability to meet a qualification standard applied to all
employees, such as a safety-related standard requiring COVID-19 vaccination, if the
standard is job-related and consistent with business necessity. If a particular
employee cannot meet such a safety-related qualification standard because of a
disability, the employer may not require compliance for that employee unless it can
demonstrate that the individual would pose a “direct threat” to the health or safety
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of the employee or others in the workplace. A “direct threat” is a “significant risk of
substantial harm” that cannot be eliminated or reduced by reasonable
accommodation. 29 C.F.R. 1630.2(r)
(https://www.govinfo.gov/content/pkg/CFR-2012-title29-vol4/xml/CFR-2012title29-vol4-sec1630-2.xml) . This determination can be broken down into two
steps: determining if there is a direct threat and, if there is, assessing whether a
reasonable accommodation would reduce or eliminate the threat.
To determine if an employee who is not vaccinated due to a disability poses a
“direct threat” in the workplace, an employer first must make an individualized
assessment of the employee’s present ability to safely perform the essential
functions of the job. The factors that make up this assessment are: (1) the duration
of the risk; (2) the nature and severity of the potential harm; (3) the likelihood that
the potential harm will occur; and (4) the imminence of the potential harm. The
determination that a particular employee poses a direct threat should be based on a
reasonable medical judgment that relies on the most current medical knowledge
about COVID-19. Such medical knowledge may include, for example, the level of
community spread at the time of the assessment. Statements from the CDC
provide an important source of current medical knowledge about COVID-19, and the
employee’s health care provider, with the employee’s consent, also may provide
useful information about the employee. Additionally, the assessment of direct
threat should take account of the type of work environment, such as: whether the
employee works alone or with others or works inside or outside; the available
ventilation; the frequency and duration of direct interaction the employee typically
will have with other employees and/or non-employees; the number of partially or
fully vaccinated individuals already in the workplace; whether other employees are
wearing masks or undergoing routine screening testing; and the space available for
social distancing.
If the assessment demonstrates that an employee with a disability who is not
vaccinated would pose a direct threat to self or others, the employer must consider
whether providing a reasonable accommodation, absent undue hardship, would
reduce or eliminate that threat. Potential reasonable accommodations could
include requiring the employee to wear a mask, work a staggered shiÔ, making
changes in the work environment (such as improving ventilation systems or limiting
contact with other employees and non-employees ), permitting telework if feasible,
or reassigning the employee to a vacant position in a diÓerent workspace.
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As a best practice, an employer introducing a COVID-19 vaccination policy and
requiring documentation or other confirmation of vaccination should notify all
employees that the employer will consider requests for reasonable accommodation
based on disability on an individualized basis. (See also K.12 recommending the
same best practice for religious accommodations.)
K.6. Under the ADA, if an employer requires COVID-19 vaccinations for
employees physically entering the workplace, how should an employee who
does not get a COVID-19 vaccination because of a disability inform the
employer, and what should the employer do? (Updated 5/28/21)
An employee with a disability who does not get vaccinated for COVID-19 because of
a disability must let the employer know that he or she needs an exemption from the
requirement or a change at work, known as a reasonable accommodation. To
request an accommodation, an individual does not need to mention the ADA or use
the phrase “reasonable accommodation.”
Managers and supervisors responsible for communicating with employees about
compliance with the employer’s vaccination requirement should know how to
recognize an accommodation request from an employee with a disability
(https://www.eeoc.gov/laws/guidance/enforcement-guidance-reasonableaccommodation-and-undue-hardship-under-ada#requesting) and know to
whom to refer the request for full consideration. As a best practice, before
instituting a mandatory vaccination policy, employers should provide managers,
supervisors, and those responsible for implementing the policy with clear
information about how to handle accommodation requests related to the policy.
Employers and employees typically engage in a flexible, interactive process to
identify workplace accommodation options that do not impose an undue hardship
(significant diÓiculty or expense) on the employer. This process may include
determining whether it is necessary to obtain supporting medical documentation
about the employee’s disability.
In discussing accommodation requests, employers and employees may find it
helpful to consult the Job Accommodation Network (JAN) website
(https://www.askjan.org) as a resource for diÓerent types of accommodations.
JAN’s materials about COVID-19 are available at https://askjan.org/topics/COVID19.cfm (https://askjan.org/topics/COVID-19.cfm) . Employers also may consult
applicable Occupational Safety and Health Administration (OSHA) COVIDspecific resources (https://www.osha.gov/SLTC/covid-19/) . Even if there is no
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reasonable accommodation that will allow the unvaccinated employee to be
physically present to perform his or her current job without posing a direct threat,
the employer must consider if telework is an option for that particular job as an
accommodation and, as a last resort, whether reassignment to another position is
possible.
The ADA requires that employers oÓer an available accommodation if one exists
that does not pose an undue hardship, meaning a significant diÓiculty or expense.
See 29 C.F.R. 1630.2(p). Employers are advised to consider all the options before
denying an accommodation request. The proportion of employees in the workplace
who already are partially or fully vaccinated against COVID-19 and the extent of
employee contact with non-employees, who may be ineligible for a vaccination or
whose vaccination status may be unknown, can impact the ADA undue hardship
consideration. Employers may rely on CDC recommendations
(https://www.cdc.gov/coronavirus/2019-ncov/) when deciding whether an
eÓective accommodation is available that would not pose an undue hardship.
Under the ADA, it is unlawful for an employer to disclose that an employee is
receiving a reasonable accommodation
(https://www.eeoc.gov/laws/guidance/enforcement-guidance-reasonableaccommodation-and-undue-hardship-under-ada#li42) or to retaliate against an
employee for requesting an accommodation
(https://www.eeoc.gov/laws/guidance/enforcement-guidance-reasonableaccommodation-and-undue-hardship-under-ada#li19) .
K.7. If an employer requires employees to get a COVID-19 vaccination from the
employer or its agent, do the ADA’s restrictions on an employer making
disability-related inquiries or medical examinations of its employees apply to
any part of the vaccination process? (Updated 5/28/21)
Yes. The ADA’s restrictions apply to the screening questions that must be asked
immediately prior to administering the vaccine if the vaccine is administered by the
employer or its agent. An employer’s agent
(https://www.eeoc.gov/laws/guidance/section-2-threshold-issues#2-III-B-2) is
an individual or entity having the authority to act on behalf of, or at the direction of,
the employer.
The ADA generally restricts when employers may require medical examinations
(procedures or tests that seek information about an individual’s physical or mental
impairments or health) or make disability-related inquiries (questions that are likely
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to elicit information about an individual’s disability). The act of administering the
vaccine is not a “medical examination” under the ADA because it does not seek
information about the employee’s physical or mental health.
However, because the pre-vaccination screening questions are likely to elicit
information about a disability, the ADA requires that they must be “job related and
consistent with business necessity” when an employer or its agent administers the
COVID-19 vaccine. To meet this standard, an employer would need to have a
reasonable belief, based on objective evidence, that an employee who does not
answer the questions and, therefore, cannot be vaccinated, will pose a direct threat
to the employee’s own health or safety or to the health and safety of others in the
workplace. (See general discussion in Question K.5.) Therefore, when an employer
requires that employees be vaccinated by the employer or its agent, the employer
should be aware that an employee may challenge the mandatory pre-vaccination
inquiries, and an employer would have to justify them under the ADA.
The ADA also requires employers to keep any employee medical information
obtained in the course of an employer vaccination program confidential.
Voluntary Employer Vaccination Programs

K.8. Under the ADA, are there circumstances in which an employer or its agent
may ask disability-related screening questions before administering a COVID-19
vaccine without needing to satisfy the “job-related and consistent with
business necessity” standard? (Updated 5/28/21)
Yes. If the employer oÓers to vaccinate its employees on a voluntary basis, meaning
that employees can choose whether or not to get the COVID-19 vaccine from the
employer or its agent, the employer does not have to show that the pre-vaccination
screening questions are job-related and consistent with business necessity.
However, the employee’s decision to answer the questions must be voluntary. (See
also Questions K.16 – 17.) The ADA prohibits taking an adverse action against an
employee, including harassing the employee, for refusing to participate in a
voluntary employer-administered vaccination program. An employer also must
keep any medical information it obtains from any voluntary vaccination program
confidential.
K.9. Does the ADA prevent an employer from inquiring about or requesting
documentation or other confirmation that an employee obtained a COVID-19
vaccination? (Updated 10/13/21)
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No. When an employer asks employees whether they obtained a COVID-19
vaccination, the employer is not asking the employee a question that is likely to
disclose the existence of a disability; there are many reasons an employee may not
show documentation or other confirmation of vaccination besides having a
disability. Therefore, requesting documentation or other confirmation of
vaccination is not a disability-related inquiry under the ADA, and the ADA’s rules
about making such inquiries do not apply.
However, documentation or other confirmation of vaccination provided by the
employee to the employer is medical information about the employee and must be
kept confidential, as discussed in K.4.
K.10. May an employer oÓer voluntary vaccinations only to certain groups of
employees? (5/28/21)
If an employer or its agent oÓers voluntary vaccinations to employees, the employer
must comply with federal employment nondiscrimination laws. For example, not
oÓering voluntary vaccinations to certain employees based on national origin or
another protected basis under the EEO laws would not be permissible.
K.11. What should an employer do if an employee who is fully vaccinated for
COVID-19 requests accommodation for an underlying disability because of a
continuing concern that he or she faces a heightened risk of severe illness from
a COVID-19 infection, despite being vaccinated? (5/28/21)
Employers who receive a reasonable accommodation request from an employee
should process the request in accordance with applicable ADA standards.
When an employee asks for a reasonable accommodation, whether the employee is
fully vaccinated or not, the employer should engage in an interactive process to
determine if there is a disability-related need for reasonable accommodation. This
process typically includes seeking information from the employee's health care
provider with the employee’s consent explaining why an accommodation is
needed.
For example, some individuals who are immunocompromised might still need
reasonable accommodations because their conditions may mean that the vaccines
may not oÓer them the same measure of protection as other vaccinated individuals.
If there is a disability-related need for accommodation, an employer must explore
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potential reasonable accommodations that may be provided absent undue
hardship.

Title VII and COVID-19 Vaccinations
K.12. Under Title VII, how should an employer respond to an employee who
communicates that he or she is unable to be vaccinated for COVID-19 (or
provide documentation or other confirmation of vaccination) because of a
sincerely held religious belief, practice, or observance? (Updated 5/28/21)
Once an employer is on notice that an employee’s sincerely held religious belief,
practice, or observance prevents the employee from getting a COVID-19 vaccine, the
employer must provide a reasonable accommodation unless it would pose an
undue hardship. Employers also may receive religious accommodation requests
from individuals who wish to wait until an alternative version or specific brand of
COVID-19 vaccine is available to the employee. Such requests should be processed
according to the same standards that apply to other accommodation requests. For
more information on requests for religious accommodations related to COVID-19
vaccination requirements, see Section L, Vaccinations – Title VII and Religious
Objections to COVID-19 Vaccine Mandates.
EEOC guidance explains that the definition of religion is broad and protects beliefs,
practices, and observances with which the employer may be unfamiliar. Therefore,
the employer should ordinarily assume that an employee’s request for religious
accommodation is based on a sincerely held religious belief, practice, or
observance. However, if an employee requests a religious accommodation, and an
employer is aware of facts that provide an objective basis for questioning either the
religious nature or the sincerity of a particular belief, practice, or observance, the
employer would be justified in requesting additional supporting information. See
also 29 CFR 1605.
Under Title VII, an employer should thoroughly consider all possible reasonable
accommodations, including telework and reassignment. For suggestions about
types of reasonable accommodation for unvaccinated employees, see question and
answer K.6., above. In many circumstances, it may be possible to accommodate
those seeking reasonable accommodations for their religious beliefs, practices, or
observances.
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Under Title VII, courts define “undue hardship” as having more than minimal cost or
burden on the employer. This is an easier standard for employers to meet than the
ADA’s undue hardship standard, which applies to requests for accommodations due
to a disability. Considerations relevant to undue hardship can include, among other
things, the proportion of employees in the workplace who already are partially or
fully vaccinated against COVID-19 and the extent of employee contact with nonemployees, whose vaccination status could be unknown or who may be ineligible
for the vaccine. Ultimately, if an employee cannot be accommodated, employers
should determine if any other rights apply under the EEO laws or other federal,
state, and local authorities before taking adverse employment action against an
unvaccinated employee
K.13. Under Title VII, what should an employer do if an employee chooses not
to receive a COVID-19 vaccination due to pregnancy? (Updated 10/13/21)
CDC recommends (https://emergency.cdc.gov/han/2021/han00453.asp) COVID19 vaccinations for everyone aged 12 years and older, including people who are
pregnant, breastfeeding, trying to get pregnant now, or planning to become
pregnant in the future. Despite these recommendations, some pregnant employees
may seek job adjustments or may request exemption from a COVID-19 vaccination
requirement.
If an employee seeks an exemption from a vaccination requirement due to
pregnancy, the employer must ensure that the employee is not being discriminated
against compared to other employees similar in their ability or inability to work.
This means that a pregnant employee may be entitled to job modifications,
including telework, changes to work schedules or assignments, and leave to the
extent such modifications are provided for other employees who are similar in their
ability or inability to work. Employers should ensure that supervisors, managers,
and human resources personnel know how to handle such requests to avoid
disparate treatment in violation of Title VII.

GINA And COVID-19 Vaccinations
Title II of GINA prohibits covered employers from using the genetic information of
employees to make employment decisions. It also restricts employers from
requesting, requiring, purchasing, or disclosing genetic information of employees.
Under Title II of GINA, genetic information includes information about the
manifestation of disease or disorder in a family member (which is referred to as
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“family medical history”) and information from genetic tests of the individual
employee or a family member, among other things.
K.14. Is Title II of GINA implicated if an employer requires an employee to
receive a COVID-19 vaccine administered by the employer or its agent? (Updated
5/28/21)
No. Requiring an employee to receive a COVID-19 vaccination administered by the
employer or its agent would not implicate Title II of GINA unless the pre-vaccination
medical screening questions include questions about the employee’s genetic
information, such as asking about the employee’s family medical history. As of May
27, 2021, the pre-vaccination medical screening questions for the first three COVID19 vaccines to receive Emergency Use Authorization (EUA) from the FDA do not seek
family medical history or any other type of genetic information. See CDC’s Prevaccination Checklist (https://www.cdc.gov/vaccines/covid-19/downloads/prevaccination-screening-form.pdf) (last visited May 27, 2021). Therefore, an
employer or its agent may ask these questions without violating Title II of GINA.
The act of administering a COVID-19 vaccine does not involve the use of the
employee’s genetic information to make employment decisions or the acquisition
or disclosure of genetic information and, therefore, does not implicate Title II of
GINA.
K.15. Is Title II of GINA implicated when an employer requires employees to
provide documentation or other confirmation that they received a vaccination
from a health care provider that is not aÓiliated with their employer (such as
from the employee’s personal physician or other health care provider, a
pharmacy, or a public health department)? (Updated 10/13/21)
No. An employer requiring an employee to show documentation or other
confirmation of vaccination from a health care provider unaÓiliated with the
employer, such as the employee’s personal physician or other health care provider,
a pharmacy, or a public health department, is not using, acquiring, or disclosing
genetic information and, therefore, is not implicating Title II of GINA. This is the
case even if the medical screening questions that must be asked before vaccination
include questions about genetic information, because documentation or other
confirmation of vaccination would not reveal genetic information. Title II of GINA
does not prohibit an employee’s own health care provider from asking questions
about genetic information. This GINA Title II prohibition only applies to the
employer or its agent.
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Employer Incentives For COVID-19 Voluntary
Vaccinations Under ADA and GINA
ADA:c Employer Incentives for Voluntary COVID-19 Vaccinations

K.16. Does the ADA limit the value of the incentive employers may oÓer to
employees for voluntarily receiving a COVID-19 vaccination from a health care
provider that is not aÓiliated with their employer (such as the employee’s
personal physician or other health care provider, a pharmacy, or a public health
department)? (Updated 10/13/21)
No. The ADA does not limit the incentives an employer may oÓer to encourage
employees to voluntarily receive a COVID-19 vaccination, or to provide confirmation
of vaccination, if the health care provider administering a COVID-19 vaccine is not
the employer or its agent. By contrast, if an employer oÓers an incentive to
employees to voluntarily receive a vaccination administered by the employer or its
agent, the ADA’s rules on disability-related inquiries apply and the value of the
incentive may not be so substantial as to be coercive. See K.17.
As noted in K 4., the employer is required to keep vaccination information
confidential under the ADA.
K.17. Under the ADA, are there limits on the value of the incentive employers
may oÓer to employees for voluntarily receiving a COVID-19 vaccination
administered by the employer or its agent? (Updated 10/13/21)
Yes. When the employer or its agent administers a COVID-19 vaccine, the value of
the incentive (which includes both rewards and penalties) may not be so substantial
as to be coercive. Because vaccinations require employees to answer prevaccination disability-related screening questions, a very large incentive could make
employees feel pressured to disclose protected medical information to their
employers or their agents. As explained in K.16., however, this incentive limit does
not apply if an employer oÓers an incentive to encourage employees to be
voluntarily vaccinated by a health care provider that is not their employer or an
agent of their employer.
GINA:c Employer Incentives for Voluntary COVID-19 Vaccinations

K.18. Does GINA limit the value of the incentive employers may oÓer
employees if employees or their family members get a COVID-19 vaccination
from a health care provider that is not aÓiliated with the employer (such as the
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employee’s personal physician or other health care provider, a pharmacy, or a
public health department)? (Updated 10/13/21)
No. GINA does not limit the incentives an employer may oÓer to employees to
encourage them or their family members to get a COVID-19 vaccine or provide
confirmation of vaccination if the health care provider administering the vaccine is
not the employer or its agent. If an employer asks an employee to show
documentation or other confirmation that the employee or a family member has
been vaccinated, it is not an unlawful request for genetic information under GINA
because the fact that someone received a vaccination is not information about the
manifestation of a disease or disorder in a family member (known as “family
medical history” under GINA), nor is it any other form of genetic information. GINA’s
restrictions on employers acquiring genetic information (including those prohibiting
incentives in exchange for genetic information), therefore, do not apply.
K.19. Under GINA, may an employer oÓer an incentive to employees in
exchange for the employee getting vaccinated by the employer or its agent?
(5/28/21)
Yes. Under GINA, as long as an employer does not acquire genetic information while
administering the vaccines, employers may oÓer incentives to employees for getting
vaccinated. Because the pre-vaccination medical screening questions for the three
COVID-19 vaccines now available do not inquire about genetic information,
employers may oÓer incentives to their employees for getting vaccinated. See K.14
for more about GINA and pre-vaccination medical screening questions.
K.20. Under GINA, may an employer oÓer an incentive to an employee in return
for an employee’s family member getting vaccinated by the employer or its
agent? (5/28/21)
No. Under GINA’s Title II health and genetic services provision, an employer may not
oÓer any incentives to an employee in exchange for a family member’s receipt of a
vaccination from an employer or its agent. Providing such an incentive to an
employee because a family member was vaccinated by the employer or its agent
would require the vaccinator to ask the family member the pre-vaccination medical
screening questions, which include medical questions about the family member.
Asking these medical questions would lead to the employer’s receipt of genetic
information in the form of family medical history of the employee. The regulations
implementing Title II of GINA prohibit employers from providing incentives in
exchange for genetic information. Therefore, the employer may not oÓer incentives
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in exchange for the family member getting vaccinated. However, employers may
still oÓer an employee’s family member the opportunity to be vaccinated by the
employer or its agent, if they take certain steps to ensure GINA compliance.
K.21. Under GINA, may an employer oÓer an employee’s family member an
opportunity to be vaccinated without oÓering the employee an incentive?
(5/28/21)
Yes. GINA permits an employer to oÓer vaccinations to an employee’s family
members if it takes certain steps to comply with GINA. Employers must not require
employees to have their family members get vaccinated and must not penalize
employees if their family members decide not to get vaccinated. Employers must
also ensure that all medical information obtained from family members during the
screening process is only used for the purpose of providing the vaccination, is kept
confidential, and is not provided to any managers, supervisors, or others who make
employment decisions for the employees. In addition, employers need to ensure
that they obtain prior, knowing, voluntary, and written authorization from the
family member before the family member is asked any questions about his or her
medical conditions. If these requirements are met, GINA permits the collection of
genetic information.

L. Vaccinations – Title VII and
Religious Objections to COVID-19
Vaccine Mandates
The EEOC enforces Title VII of the Civil Rights Act of 1964 (Title VII), which prohibits
employment discrimination based on religion. This includes a right for job applicants
and employees to request an exception, called a religious or reasonable
accommodation, from an employer requirement that conflicts with their sincerely
held religious beliefs, practices, or observances. If an employer shows that it cannot
reasonably accommodate an employee’s religious beliefs, practices, or observances
without undue hardship on its operations, the employer is not required to grant the
accommodation. See generally Section 12: Religious Discrimination
(https://www.eeoc.gov/laws/guidance/section-12-religiousdiscrimination#h_71848579934051610749830452) ; EEOC Guidelines on
Discrimination Because of Religion (https://www.govinfo.gov/content/pkg/CFR2016-title29-vol4/xml/CFR-2016-title29-vol4-part1605.xml) . Although other
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laws, such as the Religious Freedom Restoration Act (RFRA), may also protect religious
freedom in some circumstances, this technical assistance only describes employment
rights and obligations under Title VII.
L.1. Do employees who have a religious objection to receiving a COVID-19
vaccination need to tell their employer? If so, is there specific language that
must be used under Title VII? (10/28/21)
Employees must tell their employer if they are requesting an exception to a COVID19 vaccination requirement because of a conflict between that requirement and
their sincerely held religious beliefs, practices, or observances (hereaÔer called
“religious beliefs”). Under Title VII, this is called a request for a “religious
accommodation” or a “reasonable accommodation.”
When making the request, employees do not need to use any “magic words,” such
as “religious accommodation” or “Title VII.” However, they need to notify the
employer that there is a conflict between their sincerely held religious beliefs and
the employer’s COVID-19 vaccination requirement.
The same principles apply if employees have a religious conflict with getting a
particular vaccine and wish to wait until an alternative version or specific brand of
COVID-19 vaccine is available.
As a best practice, an employer should provide employees and applicants with
information about whom to contact, and the procedures (if any) to use, to request a
religious accommodation.
As an example, here is how EEOC designed its own form for its own workplace
(https://www.eeoc.gov/sites/default/files/202110/EEOC%20Religious%20Accommodation%20Request%20Form%20%20for%20web.pdf) . Although the EEOC’s internal forms typically are not made
public, it is included here given the extraordinary circumstances facing employers and
employees due to the COVID-19 pandemic. (Note: Persons not employed by the EEOC
should not submit this form to the EEOC to request a religious accommodation.)
L.2. Does an employer have to accept an employee’s assertion of a religious
objection to a COVID-19 vaccination at face value? May the employer ask for
additional information? (10/25/21)
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Generally, under Title VII, an employer should assume that a request for religious
accommodation is based on sincerely held religious beliefs. However, if an
employer has an objective basis for questioning either the religious nature or the
sincerity of a particular belief, the employer would be justified in making a limited
factual inquiry and seeking additional supporting information. An employee who
fails to cooperate with an employer’s reasonable request for verification of the
sincerity or religious nature of a professed belief risks losing any subsequent claim
that the employer improperly denied an accommodation. See generally Section
12-IV.A.2: Religious Discrimination
(https://www.eeoc.gov/laws/guidance/section-12-religiousdiscrimination#h_79076346735821610749860135) .
The definition of “religion” under Title VII protects nontraditional religious beliefs
that may be unfamiliar to employers. While the employer should not assume that a
request is invalid simply because it is based on unfamiliar religious beliefs,
employees may be asked to explain the religious nature of their belief and should
not assume that the employer already knows or understands it. By contrast, Title VII
does not protect social, political, or economic views, or personal preferences.
Section 12-I.A.1: Religious Discrimination (definition of religion)
(https://www.eeoc.gov/laws/guidance/section-12-religiousdiscrimination#_Ônref18) . Thus, objections to COVID-19 vaccination that are
based on social, political, or personal preferences, or on nonreligious concerns
about the possible eÓects of the vaccine, do not qualify as “religious beliefs” under
Title VII.
The sincerity of an employee’s stated religious beliefs also is not usually in dispute.
The employee’s sincerity in holding a religious belief is “largely a matter of
individual credibility.” Section 12-I.A.2: Religious Discrimination (credibility and
sincerity) (https://www.eeoc.gov/laws/guidance/section-12-religiousdiscrimination#_Ônref42) . Factors that – either alone or in combination – might
undermine an employee’s credibility include: whether the employee has acted in a
manner inconsistent with the professed belief (although employees need not be
scrupulous in their observance); whether the accommodation sought is a
particularly desirable benefit that is likely to be sought for nonreligious reasons;
whether the timing of the request renders it suspect (e.g., it follows an earlier
request by the employee for the same benefit for secular reasons); and whether the
employer otherwise has reason to believe the accommodation is not sought for
religious reasons.
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The employer may ask for an explanation of how the employee’s religious belief
conflicts with the employer’s COVID-19 vaccination requirement. Although prior
inconsistent conduct is relevant to the question of sincerity, an individual’s beliefs –
or degree of adherence – may change over time and, therefore, an employee’s newly
adopted or inconsistently observed practices may nevertheless be sincerely held.
An employer should not assume that an employee is insincere simply because some
of the employee’s practices deviate from the commonly followed tenets of the
employee’s religion, or because the employee adheres to some common practices
but not others. No one factor or consideration is determinative, and employers
should evaluate religious objections on an individual basis.
When an employee’s objection to a COVID-19 vaccination requirement is not
religious in nature, or is not sincerely held, Title VII does not require the employer to
provide an exception to the vaccination requirement as a religious accommodation.
L.3. How does an employer show that it would be an “undue hardship” to
accommodate an employee’s request for religious accommodation? (10/25/21)
Under Title VII, an employer should thoroughly consider all possible reasonable
accommodations, including telework and reassignment. For suggestions about
types of reasonable accommodations for unvaccinated employees, see K.6, above.
In many circumstances, it may be possible to accommodate those seeking
reasonable accommodations for their religious beliefs, practices, or observances
without imposing an undue hardship.
If an employer demonstrates that it is unable to reasonably accommodate an
employee’s religious belief without an “undue hardship” on its operations, then
Title VII does not require the employer to provide the accommodation. 42 U.S.C. §
2000e(j). The Supreme Court has held that requiring an employer to bear more
than a “de minimis,” or a minimal, cost to accommodate an employee’s religious
belief is an undue hardship. Costs to be considered include not only direct
monetary costs but also the burden on the conduct of the employer’s business –
including, in this instance, the risk of the spread of COVID-19 to other employees or
to the public.
Courts have found Title VII undue hardship where, for example, the religious
accommodation would impair workplace safety, diminish eÓiciency in other jobs, or
cause coworkers to carry the accommodated employee’s share of potentially
hazardous or burdensome work. For a more detailed discussion, see Section 12IV.B: Religious Discrimination (discussing undue hardship)
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(https://www.eeoc.gov/laws/guidance/section-12-religiousdiscrimination#h_12929403436951610749878556) .
An employer will need to assess undue hardship by considering the particular facts
of each situation and will need to demonstrate how much cost or disruption the
employee’s proposed accommodation would involve. An employer cannot rely on
speculative hardships when faced with an employee’s religious objection but,
rather, should rely on objective information. Certain common and relevant
considerations during the COVID-19 pandemic include, for example, whether the
employee requesting a religious accommodation to a COVID-19 vaccination
requirement works outdoors or indoors, works in a solitary or group work setting, or
has close contact with other employees or members of the public (especially
medically vulnerable individuals). Another relevant consideration is the number of
employees who are seeking a similar accommodation (i.e., the cumulative cost or
burden on the employer).
L.4. If an employer grants some employees a religious accommodation from a
COVID-19 vaccination requirement because of sincerely held religious beliefs,
does it have to grant the requests of all employees who seek an
accommodation because of sincerely held religious beliefs? (10/25/21)
No. The determination of whether a particular proposed accommodation imposes
an undue hardship on the conduct of the employer’s business depends on its
specific factual context. When an employer is assessing whether exempting an
employee from getting a vaccination would impair workplace safety, it may
consider, for example, the type of workplace, the nature of the employee’s duties,
the number of employees who are fully vaccinated, how many employees and
nonemployees physically enter the workplace, and the number of employees who
will in fact need a particular accommodation. A mere assumption that many more
employees might seek a religious accommodation to the vaccination requirement in
the future is not evidence of undue hardship, but the employer may take into
account the cumulative cost or burden of granting accommodations to other
employees.
L.5. Must an employer provide the religious accommodation preferred by an
employee if there are other possible accommodations that also are eÓective in
eliminating the religious conflict and do not cause an undue hardship under
Title VII? (10/25/21)
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No. If there is more than one reasonable accommodation that would resolve the
conflict between the vaccination requirement and the sincerely held religious belief
without causing an undue hardship under Title VII, the employer may choose which
accommodation to oÓer. If more than one accommodation would be eÓective in
eliminating the religious conflict, the employer should consider the employee’s
preference but is not obligated to provide the reasonable accommodation preferred
by the employee. If the employer denies the employee’s proposed accommodation,
the employer should explain to the employee why the preferred accommodation is
not being granted.
An employer should consider all possible alternatives to determine whether
exempting an employee from a vaccination requirement would impose an undue
hardship. See, e.g., K.2. Employers may rely on CDC recommendations
(https://www.cdc.gov/coronavirus/2019-ncov/) when deciding whether an
eÓective accommodation is available that would not pose an undue hardship.
L.6. If an employer grants a religious accommodation to an employee, can the
employer later reconsider it? (10/25/21)
The obligation to provide religious accommodations absent undue hardship is a
continuing obligation that takes into account changing circumstances. Employees’
religious beliefs and practices may evolve or change over time and may result in
requests for additional or diÓerent religious accommodations. Similarly, an
employer has the right to discontinue a previously granted accommodation if it is
no longer utilized for religious purposes, or if a provided accommodation
subsequently poses an undue hardship on the employer’s operations due to
changed circumstances. As a best practice, an employer should discuss with the
employee any concerns it has about continuing a religious accommodation before
revoking it and consider whether there are alternative accommodations that would
not impose an undue hardship.
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COVID-19

When You’ve Been Fully Vaccinated
How to Protect Yourself and Others
Updated Oct. 15, 2021

Print

COVID-19 vaccinesaare e×ective at protecting you from getting sick. Based onawhat we knowaabout COVID-19 vaccines, people
who have been fully vaccinated canadoathings that they had stopped doing because of the pandemic.
These recommendations can help you make decisions about daily activities after you are fully vaccinated. Theyaareanot
intended for healthcare settings.
In general, people are considered fully vaccinated: ±



2 weeks after their second dose in a 2-dose series, such as the
PÒzer or Moderna vaccines, or



2 weeks after a single-dose vaccine, such as Johnson & Johnson’s
Janssen vaccine

COVID-19
County Check
Find community transmission levels by county.
Select a Location

If you don’t meet these requirements, regardless of your age, you are
NOT fully vaccinated. Keep taking all precautionsauntil you are fully
vaccinated.

State
County

If you have a condition or are taking medications that weaken your
immune system, you may not be fully protected even if you are
fully vaccinated and have received an additional dose. You should
continue to take all precautions recommended for unvaccinated
people until advised otherwise by your healthcare provider.

ËWhat You Can Do

If you’ve been fully vaccinated:



You can resume activities that you did prior to the pandemic.



To reduce the risk of being infected with the Delta variant and possibly spreading it to others, wear a mask indoors
in public if you are in an area of substantial or high transmission.



You might choose to wear a mask regardless of the level of transmission if you have a weakened immune system or
if, because of your age or an underlying medical condition, you are at increased risk for severe disease, or if a
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member of your household has a weakened immune system, is at increased risk for severe disease, or is
unvaccinated.



You can travel.




If you travel in the United States, you do not need to get tested before or after travel or self-quarantine after travel.
You need to pay close attention to the situation at your international destinationabefore traveling outside the
United States.












You do NOT need to get tested before leaving the United States unless your destination requires it.
You still need to show a negative test resultaor documentation of recovery from COVID-19 before boarding an
international Óight to the United States.
You should still get tested 3-5 days after international travel.
You do NOT need to self-quarantine after arriving in the United States.

Wearing a mask over your nose and mouth is requiredaon planes, buses, trains, and other forms of public
transportation traveling into, within, or out of the United States and while indoors at U.S. transportation hubs such
as airports and stations. Travelers are not required to wear a mask in outdoor areas of a conveyance (like on open
deck areas of a ferry or the uncovered top deck of a bus).

You should still get tested if you’ve had close contact with someone who has COVID-19 or if you have symptoms of
COVID-19.



If you’ve hadaclose contactawith someone who has COVID-19, you should get tested 5-7 days after your exposure,
even if you don’t have symptoms. You should also wear a mask indoors in public for 14 days following exposure or
until your test result is negative.




If you have symptoms of COVID-19, you should getatestedaandastay homeaand away from others.
If your test result is positive, isolate at home for 10 days.

You will still need to follow guidance at your workplace and local businesses.



About the Delta Variant: Vaccines continue to reduce a person’s risk of contracting the virus that cause
COVID-19, including this variant. Vaccines are highly e×ective against severe illness, but the Delta variant
causes more infections and spreads faster than earlier forms of the virus that causes COVID-19. Learn more
about variants in the US.

What We Know



COVID-19 vaccines are safe and e×ective at preventing COVID-19, including severe illness and death.
COVID-19 vaccines are e×ective against severe disease and death from variants of the virus that causes COVID-19
currently circulating in the United States, including the Delta variant.



Infections happen in only a small proportion of people who are fully vaccinated, even with the Delta variant. When these
infections occur among vaccinated people, they tend to be mild.




If you are fully vaccinated and become infected with the Delta variant, you can spread the virus to others.
People with weakened immune systems, including people who take immunosuppressive medications, may not be
protected even if fully vaccinated.

What We’re Still Learning


How longaCOVID-19 vaccines can protect people.

Want to learn more about these recommendations? Read our expanded Interim Public Health Recommendations for Fully
Vaccinated People.
± This guidance applies to COVID-19 vaccines currently approved or authorized for emergency use by the U.S. Food and Drug
Administration (PÒzer-BioNTech, Moderna, and Johnson & Johnson [J&J]/Janssen COVID-19 vaccines), and can be applied to
COVID-19 vaccines that have been listed for emergency use by the World Health Organization (such as AstraZeneca/Oxford).
Additionally, this guidance can be applied to clinical trial participants from U.S. sites who received all recommended doses of
KWWSVZZZFGFJRYFRURQDYLUXVQFRYYDFFLQHVIXOO\YDFFLQDWHGKWPO
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a COVID-19 vaccine that is neither approved nor authorized for use by FDA but is listed for emergency use by WHO, or who
have received the full series of an “active” (not placebo) COVID-19 vaccine candidate for which vaccine eÕcacy has been
independently conÒrmed (e.g., by a data and safety monitoring board). Currently, participants in the U.S.-based AstraZeneca
and Novavax COVID-19 vaccine trials meet these criteria. These U.S. participants in COVID-19 vaccine trials can be considered
fully vaccinated 2 weeks after they complete the vaccine series, if it has been conÒrmed that they received “active” vaccine,
and not placebo. More information is available at Interim Clinical Considerations for Use of COVID-19 Vaccines | CDC.

Related Pages

¾

Interim Public Health Recommendations for Fully Vaccinated People

¾

Science Brief: Background Rationale and Evidence for Public Health Recommendations

¾

Infection Control after Vaccination for Healthcare Workers

Last Updated Oct. 15, 2021

KWWSVZZZFGFJRYFRURQDYLUXVQFRYYDFFLQHVIXOO\YDFFLQDWHGKWPO


AR-04392

30

:KHQ<RX¶YH%HHQ)XOO\9DFFLQDWHG_&'&

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 73 of 298 PageID 4934

COVID-19

When You’ve Been Fully Vaccinated
How to Protect Yourself and Others
Updated Sept. 16, 2021

Print

COVID-19 vaccinesaare e×ective at protecting you from getting sick. Based onawhat we knowaabout COVID-19 vaccines, people
who have been fully vaccinated canadoathings that they had stopped doing because of the pandemic.
These recommendations can help you make decisions about daily activities after you are fully vaccinated. Theyaareanot
intended for healthcare settings.

Learn more about who is eligible for a COVID-19 booster shot.
In general, people are considered fully vaccinated: ±



2 weeks after their second dose in a 2-dose series, such as the
PÒzer or Moderna vaccines, or



2 weeks after a single-dose vaccine, such as Johnson & Johnson’s
Janssen vaccine

COVID-19
County Check
Find community transmission levels by county.
Select a Location

If you don’t meet these requirements, regardless of your age, you are
NOT fully vaccinated. Keep taking all precautionsauntil you are fully
vaccinated.

State
County

If you have a condition or are taking medications that weaken your
immune system, you may not be fully protected even if you are
fully vaccinated. You should continue to take all precautions
recommended for unvaccinated people until advised otherwise by
your healthcare provider.
People with moderately to severely compromised immune systems
should receive an additional doseaof mRNA COVID-19 vaccine after
the initial 2 doses.

ËWhat You Can Do

If you’ve been fully vaccinated:
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 You can resume activities that you did prior to the pandemic.
 To reduce the risk of being infected with the Delta variant and possibly spreading it to others, wear a mask indoors in
public if you are in an area of substantial or high transmission.



You might choose to wear a mask regardless of the level of transmission if you have a weakened immune system or if,
because of your age or an underlying medical condition, you are at increased risk for severe disease, or if a member of
your household has a weakened immune system, is at increased risk for severe disease, or is unvaccinated.




If you travel in the United States, you do not need to get tested before or after travel or self-quarantine after travel.
You need to pay close attention to the situation at your international destinationabefore traveling outside the United
States.







You do NOT need to get tested before leaving the United States unless your destination requires it.
You still need to show a negative test resultaor documentation of recovery from COVID-19 before boarding an
international Óight to the United States.
You should still get tested 3-5 days after international travel.
You do NOT need to self-quarantine after arriving in the United States.

If you’ve had close contact with someone who has COVID-19, you should get tested 3-5 days after your exposure, even if
you don’t have symptoms. You should also wear a mask indoors in public for 14 days following exposure or until your
test result is negative. You should isolate for 10 days if your test result is positive.



About the Delta Variant: Vaccines continue to reduce a person’s risk of contracting the virus that cause
COVID-19, including this variant. Vaccines are highly e×ective against severe illness, but the Delta variant
causes more infections and spreads faster than earlier forms of the virus that causes COVID-19. Learn more
about variants in the US.

What You Should Keep Doing

For now, if you’ve been fully vaccinated:





You will still need to follow guidance at your workplace and local businesses.
If you travel, you should still take steps to protect yourself and others.
Wearing a mask over your nose and mouth is required on planes, buses, trains, and other forms of public transportation
traveling into, within, or out of the United States and while indoors at U.S. transportation hubs such as airports and
stations. Travelers are not required to wear a mask in outdoor areas of a conveyance (like on open deck areas of a ferry
or the uncovered top deck of a bus).



Fully vaccinated international travelers arriving in the United States are still required to get tested 3 days before travel by
air into the United States (or show documentation of recovery from COVID-19 in the past 3 months) and should still get
tested 3-5 days after their trip.



You should still watch out for symptoms of COVID-19, especially if you’ve been around someone who is sick. If you have
symptoms of COVID-19, you should get tested and stay home and away from others. If your test is positive, isolate at
home for 10 days.



People who have a condition or are taking medications that weaken the immune system, should continue to take all
precautionsarecommended for unvaccinated people until advised otherwise by their healthcare provider.

What We Know
KWWSVZZZFGFJRYFRURQDYLUXVQFRYYDFFLQHVIXOO\YDFFLQDWHGKWPO
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 COVID-19 vaccines are safe and e×ective at preventing COVID-19, including severe illness and death.
 COVID-19 vaccines are e×ective against severe disease and death from variants of the virus that causes COVID-19
currently circulating in the United States, including the Delta variant.



Infections happen in only a small proportion of people who are fully vaccinated, even with the Delta variant. When these
infections occur among vaccinated people, they tend to be mild.




If you are fully vaccinated and become infected with the Delta variant, you can spread the virus to others.
People with weakened immune systems, including people who take immunosuppressive medications, may not be
protected even if fully vaccinated.

What We’re Still Learning


How longaCOVID-19 vaccines can protect people.

Want to learn more about these recommendations? Read our expanded Interim Public Health Recommendations for Fully
Vaccinated People.
± This guidance applies to COVID-19 vaccines currently approved or authorized for emergency use by the U.S. Food and Drug
Administration (PÒzer-BioNTech, Moderna, and Johnson & Johnson [J&J]/Janssen COVID-19 vaccines) and some vaccines used
for U.S. participants in COVID-19 vaccine trials (such as Novavax).aThis guidance can also be applied to COVID-19 vaccines that
have been listed for emergency use by the World Health Organization (such as AstraZeneca/Oxford). More information is
available at Interim Clinical Considerations for Use of COVID-19 Vaccines | CDC.

Related Pages

¾

Interim Public Health Recommendations for Fully Vaccinated People

¾

Science Brief: Background Rationale and Evidence for Public Health Recommendations

¾

Infection Control after Vaccination for Healthcare Workers

Last Updated Sept. 16, 2021
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6OLS2SLQLRQ 

Whether Section 564 of the Food, Drug, and Cosmetic
Act Prohibits Entities from Requiring the Use of a
Vaccine Subject to an Emergency Use Authorization
6HFWLRQ  H  $ LL ,,,  RI WKH )RRG 'UXJ DQG &RVPHWLF $FW FRQFHUQV RQO\ WKH
SURYLVLRQRILQIRUPDWLRQWRSRWHQWLDOYDFFLQHUHFLSLHQWVDQGGRHVQRWSURKLELWSXEOLFRU
SULYDWHHQWLWLHVIURPLPSRVLQJYDFFLQDWLRQUHTXLUHPHQWVIRUDYDFFLQHWKDWLVVXEMHFWWR
DQHPHUJHQF\XVHDXWKRUL]DWLRQ
-XO\

0(025$1'8023,1,21)257+(
'(387<&2816(/727+(35(6,'(17
6HFWLRQRIWKH)RRG'UXJDQG&RVPHWLF$FW ³)'&$´ 86&
EEE DXWKRUL]HVWKH)RRGDQG'UXJ$GPLQLVWUDWLRQ ³)'$´ WR
LVVXHDQ³HPHUJHQF\XVHDXWKRUL]DWLRQ´ ³(8$´ IRUDPHGLFDOSURGXFW
VXFKDVDYDFFLQHXQGHUFHUWDLQHPHUJHQF\FLUFXPVWDQFHV7KLVDXWKRUL]D
WLRQSHUPLWVWKHSURGXFWWREHLQWURGXFHGLQWRLQWHUVWDWHFRPPHUFHDQG
DGPLQLVWHUHGWRLQGLYLGXDOVHYHQZKHQ)'$KDVQRWDSSURYHGWKHSURGXFW
IRU PRUH JHQHUDO GLVWULEXWLRQ SXUVXDQW WR LWV VWDQGDUG UHYLHZ SURFHVV
6HFWLRQGLUHFWV)'$²³WRWKHH[WHQWSUDFWLFDEOH´JLYHQWKHHPHUJHQ
F\FLUFXPVWDQFHVDQG³DVWKH>DJHQF\@ILQGVQHFHVVDU\RUDSSURSULDWHWR
SURWHFWWKHSXEOLFKHDOWK´²WRLPSRVH³>D@SSURSULDWH´FRQGLWLRQVRQHDFK
(8$)'&$ H  $ 6RPHRIWKHVHFRQGLWLRQVDUHGHVLJQHGWR
HQVXUH WKDW UHFLSLHQWV RI WKH SURGXFW ³DUH LQIRUPHG´ RI FHUWDLQ WKLQJV
LQFOXGLQJ³WKHRSWLRQWRDFFHSWRUUHIXVHDGPLQLVWUDWLRQRIWKHSURGXFW´
,G H  $ LL ,,, 
6LQFH'HFHPEHU)'$KDVJUDQWHG(8$VIRUWKUHHYDFFLQHVWR
SUHYHQWFRURQDYLUXVGLVHDVH ³&29,'´ ,QHDFKRIWKHVHDXWKRU
L]DWLRQV )'$ LPSRVHG WKH ³RSWLRQ WR DFFHSW RU UHIXVH´ FRQGLWLRQ E\
UHTXLULQJWKHGLVWULEXWLRQWRSRWHQWLDOYDFFLQHUHFLSLHQWVRID)DFW6KHHW
WKDW VWDWHV ³,W LV \RXU FKRLFH WR UHFHLYH RU QRW UHFHLYH >WKH YDFFLQH@
6KRXOG \RX GHFLGH QRW WR UHFHLYH LW LW ZLOO QRW FKDQJH \RXU VWDQGDUG
PHGLFDOFDUH´(J)'$)DFW6KHHWIRU5HFLSLHQWVDQG&DUHJLYHUVDW
UHYLVHG -XQH    KWWSVZZZIGDJRYPHGLDGRZQORDG

%HFDXVHLWLVFRPPRQO\UHIHUUHGWRE\LWV)'&$VHFWLRQQXPEHUDQGIRUWKHVDNHRI
VLPSOLFLW\ZHZLOOUHIHUWRWKLVSURYLVLRQDVVHFWLRQUDWKHUWKDQE\LWV8QLWHG6WDWHV
&RGHFLWDWLRQ
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³3IL]HU)DFW6KHHW´ ,QUHFHQWPRQWKVPDQ\SXEOLFDQGSULYDWHHQWLWLHV
KDYHDQQRXQFHGWKDWWKH\ZLOOUHTXLUHLQGLYLGXDOVWREHYDFFLQDWHGDJDLQVW
&29,'²IRULQVWDQFHLQRUGHUWRDWWHQGVFKRRORUHYHQWVLQSHUVRQRU
WRUHWXUQWRZRUNRUEHKLUHGLQWRDQHZMRE:HZLOOUHIHUWRVXFKSROLFLHV
DV³YDFFLQDWLRQUHTXLUHPHQWV´WKRXJKZHQRWHWKDWWKHVHSROLFLHVW\SLFDO
O\DUHFRQGLWLRQVRQHPSOR\PHQWHGXFDWLRQUHFHLSWRIVHUYLFHVDQGWKH
OLNHUDWKHUWKDQPRUHGLUHFWOHJDOUHTXLUHPHQWV 
,QOLJKWRIWKHVHGHYHORSPHQWV\RXKDYHDVNHGZKHWKHUWKH³RSWLRQWR
DFFHSWRUUHIXVH´FRQGLWLRQLQVHFWLRQSURKLELWVHQWLWLHVIURPLPSRV
LQJVXFKYDFFLQDWLRQUHTXLUHPHQWVZKLOHWKHRQO\DYDLODEOHYDFFLQHVIRU
&29,'UHPDLQVXEMHFWWR(8$V:HFRQFOXGHFRQVLVWHQWZLWK)'$¶V
LQWHUSUHWDWLRQWKDWLWGRHVQRW7KLVODQJXDJHLQVHFWLRQVSHFLILHVRQO\
WKDWFHUWDLQLQIRUPDWLRQEHSURYLGHGWRSRWHQWLDOYDFFLQHUHFLSLHQWVDQG
GRHVQRWSURKLELWHQWLWLHVIURPLPSRVLQJYDFFLQDWLRQUHTXLUHPHQWV 
I.
A.
)HGHUDOODZJHQHUDOO\SURKLELWVDQ\RQHIURPLQWURGXFLQJRUGHOLYHULQJ
IRULQWURGXFWLRQLQWRLQWHUVWDWHFRPPHUFHDQ\³QHZGUXJ´RU³ELRORJLFDO
SURGXFW´XQOHVVDQGXQWLO)'$KDVDSSURYHGWKHGUXJRUSURGXFWDVVDIH
DQGHIIHFWLYHIRULWVLQWHQGHGXVHV6HHHJ)'&$ D  D 
86& D  D 86& D $YDFFLQHLVERWKDGUXJDQG
DELRORJLFDOSURGXFW6HH)'&$ J 86& J 86&
 L  &RQVLVWHQWZLWKVHFWLRQZHZLOOJHQHUDOO\UHIHUWRLWKHUH
DVD³SURGXFW´6HH)'&$ D  &  GHILQLQJ³SURGXFW´WRPHDQ³D
GUXJGHYLFHRUELRORJLFDOSURGXFW´ 


)RUDQH[DPSOHRIWKHODWWHUVHHRXUGLVFXVVLRQLQ3DUW,,%RIDK\SRWKHWLFDOPLOLWDU\
RUGHUWRVHUYLFHPHPEHUV

:HGRQRWDGGUHVVZKHWKHURWKHUIHGHUDOVWDWHRUORFDOODZVRUUHJXODWLRQVVXFKDV
WKH$PHULFDQVZLWK'LVDELOLWLHV$FW ³$'$´ PLJKWUHVWULFWWKHDELOLW\RISXEOLFRUSUL
YDWHHQWLWLHVWRDGRSWSDUWLFXODUYDFFLQDWLRQSROLFLHV6HHHJ(TXDO(PSOR\PHQW2SSRU
WXQLW\&RPPLVVLRQ:KDW<RX6KRXOG.QRZ$ERXW&29,'DQGWKH$'$WKH5HKDELOL
WDWLRQ$FWDQG2WKHU((2/DZV XSGDWHG-XQH KWWSVZZZHHRFJRYZ\VN
ZKDW\RXVKRXOGNQRZDERXWFRYLGDQGDGDUHKDELOLWDWLRQDFWDQGRWKHUHHRODZV
GLVFXVVLQJWKH$'$ 
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,Q&RQJUHVVDGGUHVVHGDSUREOHPUDLVHGLQHPHUJHQF\VLWXDWLRQV
ZKHUH³WKH$PHULFDQSHRSOHPD\EHSODFHGDWULVNRIH[SRVXUHWRELRORJ
LFDOFKHPLFDOUDGLRORJLFDORUQXFOHDUDJHQWVDQGWKHGLVHDVHVFDXVHG
E\VXFKDJHQWV´EXWZKHUH³>X@QIRUWXQDWHO\WKHUHPD\QRWEHDSSURYHG
RUDYDLODEOHFRXQWHUPHDVXUHVWRWUHDWGLVHDVHVRUFRQGLWLRQVFDXVHGE\
VXFKDJHQWV´HYHQWKRXJK³DGUXJELRORJLFRUGHYLFHLVKLJKO\SURPLVLQJ
LQWUHDWLQJ>VXFK@DGLVHDVHRUFRQGLWLRQ´+55HS1RSW
DW  3UHVLGHQW*HRUJH:%XVKKDGIODJJHGWKLVSUREOHPLQKLV
6WDWHRIWKH8QLRQ$GGUHVVLQZKLFKKHSURSRVHG3URMHFW%LR6KLHOG
DOHJLVODWLYHLQLWLDWLYH³WRTXLFNO\PDNHDYDLODEOHHIIHFWLYHYDFFLQHV
DQGWUHDWPHQWVDJDLQVWDJHQWVOLNHDQWKUD[ERWXOLQXPWR[LQ(ERODDQG
SODJXH´$GGUHVV%HIRUHD-RLQW6HVVLRQRIWKH&RQJUHVVRQWKH6WDWH
RIWKH8QLRQ -DQ 3XE3DSHUVRI3UHV*HRUJH:%XVK
  $PRQJWKHSULQFLSDOFRPSRQHQWVRIWKHSURSRVHG3URMHFW
%LR6KLHOGOHJLVODWLRQZHUHSURYLVLRQVWRHQDEOH)'$WRDXWKRUL]HPHGLFDO
SURGXFWVIRUXVHGXULQJHPHUJHQFLHVHYHQEHIRUHWKH\DUHSURYHQWREH
VDIHDQGHIIHFWLYHXQGHURUGLQDU\)'$UHYLHZ6HHHJ+5WK
&RQJ  $WWKDWWLPHWKHRQO\DOWHUQDWLYHWRRUGLQDU\)'$
DSSURYDOZDV86& L ZKLFKDXWKRUL]HV)'$WRH[HPSWGUXJV
IURPWKHRUGLQDU\DSSURYDOUHTXLUHPHQWVZKHUHWKHGUXJLV³LQWHQGHG
VROHO\IRULQYHVWLJDWLRQDOXVHE\H[SHUWVTXDOLILHGE\VFLHQWLILFWUDLQLQJ
DQGH[SHULHQFHWRLQYHVWLJDWHWKHVDIHW\DQGHIIHFWLYHQHVVRIGUXJV´6XFK
DFDELQHGLQYHVWLJDWLRQDOQHZGUXJ ³,1'´ H[HPSWLRQGRHVQRWKRZHYHU
DOORZWKHZLGHVSUHDGGLVVHPLQDWLRQRIDGUXJIRUJHQHUDOSXEOLFXVHLQ
UHVSRQVHWRDQHPHUJHQF\6HH+55HS1RSWDW
&RQJUHVVHQDFWHGDYHUVLRQRIWKH3URMHFW%LR6KLHOGOHJLVODWLRQ¶V(8$
SURYLVLRQLQWKH1DWLRQDO'HIHQVH$XWKRUL]DWLRQ$FWIRU)LVFDO<HDU
DVVHFWLRQRIWKH)'&$6HH3XE/1R D 
6WDW   FRGLILHGDW86&EEE  6HFWLRQ
DXWKRUL]HVWKH6HFUHWDU\RI+HDOWKDQG+XPDQ6HUYLFHV ³++6´ ²ZKR
KDVGHOHJDWHGWR)'$WKHDXWKRULWLHVXQGHUWKHVWDWXWHDWLVVXHKHUH²WR
DXWKRUL]HWKHLQWURGXFWLRQLQWRLQWHUVWDWHFRPPHUFHRIDGUXJGHYLFHRU
ELRORJLFDOSURGXFWLQWHQGHGIRUXVHLQDQDFWXDORUSRWHQWLDOHPHUJHQF\
HYHQWKRXJKWKHSURGXFWKDVQRW\HWEHHQJHQHUDOO\DSSURYHGDVVDIHDQG

7KHVWDWXWHKDVEHHQDPHQGHGVLQFHLQFOXGLQJZKHQ&RQJUHVVHQDFWHGWKH3URMHFW
%LR6KLHOG$FWWKHIROORZLQJ\HDU6HH3XE/1R D 6WDW
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HIIHFWLYHIRULWVLQWHQGHGXVH )'&$ D  ±  VHHDOVR)'$
(PHUJHQF\8VH$XWKRUL]DWLRQRI0HGLFDO3URGXFWVDQG5HODWHG$XWKRUL
WLHV*XLGDQFHIRU,QGXVWU\DQG2WKHU6WDNHKROGHUVDWQ -DQ 
³(8$*XLGDQFH´  QRWLQJGHOHJDWLRQRIPRVWRIWKH6HFUHWDU\¶VDXWKRUL
WLHVXQGHUVHFWLRQWR)'$  
7KHPRVWSHUWLQHQWSDUWRIVHFWLRQIRUSXUSRVHVRI\RXUTXHVWLRQ
KDVUHPDLQHGPDWHULDOO\WKHVDPHVLQFH&RQJUHVVILUVWHQDFWHGWKHVWDWXWH
LQ6XEVHFWLRQ H  $  WLWOHG³5HTXLUHGFRQGLWLRQV´SURYLGHV
:LWKUHVSHFWWRWKHHPHUJHQF\XVHRIDQXQDSSURYHGSURGXFWWKH
6HFUHWDU\WRWKHH[WHQWSUDFWLFDEOHJLYHQWKHDSSOLFDEOH>HPHUJHQF\@
FLUFXPVWDQFHVVKDOOIRUDSHUVRQZKRFDUULHVRXWDQ\DFWLYLW\
IRUZKLFKWKHDXWKRUL]DWLRQLVLVVXHGHVWDEOLVKVXFKFRQGLWLRQVRQDQ
DXWKRUL]DWLRQXQGHUWKLVVHFWLRQDVWKH6HFUHWDU\ILQGVQHFHVVDU\RU
DSSURSULDWHWRSURWHFWWKHSXEOLFKHDOWKLQFOXGLQJ>FHUWDLQVSHFLILHG
FRQGLWLRQV@

7KHFXUUHQWYHUVLRQRIVHFWLRQ

D  SURYLGHVLQIXOO
1RWZLWKVWDQGLQJDQ\SURYLVLRQRIWKLVFKDSWHUDQGVHFWLRQRIWKH3XEOLF+HDOWK
6HUYLFH$FWDQGVXEMHFWWRWKHSURYLVLRQVRIWKLVVHFWLRQWKH6HFUHWDU\PD\DXWKRU
L]HWKHLQWURGXFWLRQLQWRLQWHUVWDWHFRPPHUFHGXULQJWKHHIIHFWLYHSHULRGRIDGHFOD
UDWLRQXQGHUVXEVHFWLRQ E RIDGUXJGHYLFHRUELRORJLFDOSURGXFWLQWHQGHGIRUXVH
LQDQDFWXDORUSRWHQWLDOHPHUJHQF\ UHIHUUHGWRLQWKLVVHFWLRQDVDQ³HPHUJHQF\
XVH´ 
7KH³GHFODUDWLRQXQGHUVXEVHFWLRQ E ´UHIHUVWRDGHFODUDWLRQE\WKH6HFUHWDU\³WKDWWKH
FLUFXPVWDQFHVH[LVWMXVWLI\LQJ´DQ(8$ZKLFKPXVWEHPDGH³RQWKHEDVLV´RIRQHRU
PRUHW\SHVRIHPHUJHQFLHVRUWKUHDWV)'&$ E  )'$FDQJUDQWDQ(8$ZKHUH
³EDVHGRQWKHWRWDOLW\RIVFLHQWLILFHYLGHQFHDYDLODEOHWRWKH6HFUHWDU\LQFOXGLQJGDWDIURP
DGHTXDWHDQGZHOOFRQWUROOHGFOLQLFDOWULDOVLIDYDLODEOH´)'$ILQGVWKDW³LWLVUHDVRQDEOH
WREHOLHYH´DPRQJRWKHUWKLQJVWKDW³WKHSURGXFWPD\EHHIIHFWLYHLQGLDJQRVLQJWUHDW
LQJRUSUHYHQWLQJ´D³VHULRXVRUOLIHWKUHDWHQLQJGLVHDVHRUFRQGLWLRQ´FDXVHGE\D³ELR
ORJLFDOFKHPLFDOUDGLRORJLFDORUQXFOHDUDJHQWRUDJHQWV´ DVWDQGDUGOHVVRQHURXVWKDQ
IRUILQDODSSURYDORIWKHSURGXFW WKDW³WKHNQRZQDQGSRWHQWLDOEHQHILWVRIWKHSURGXFW
ZKHQXVHGWRGLDJQRVHSUHYHQWRUWUHDWVXFKGLVHDVHRUFRQGLWLRQRXWZHLJKWKHNQRZQ
DQGSRWHQWLDOULVNVRIWKHSURGXFW´DQGWKDW³WKHUHLVQRDGHTXDWHDSSURYHGDQGDYDLODEOH
DOWHUQDWLYHWRWKHSURGXFWIRUGLDJQRVLQJSUHYHQWLQJRUWUHDWLQJVXFKGLVHDVHRUFRQGL
WLRQ´)'&$ F 
6XEVHFWLRQ H  DSSOLHVWRDSURGXFWWKDW)'$KDVQRWDSSURYHGDVVDIHDQGHIIHF
WLYHIRUDQ\LQWHQGHGXVHZKHUHDVVXEVHFWLRQ H  DSSOLHVWRDQXQDSSURYHGXVHRIDQ
RWKHUZLVHDSSURYHGSURGXFW7KH&29,'YDFFLQHVIDOOXQGHUWKHIRUPHUFDWHJRU\EXW
WKHVWDWXWHDSSOLHVWKHFRQGLWLRQDWLVVXHKHUHWRWKHODWWHUFDWHJRU\DVZHOO6HH)'&$
 H  $ 
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7KHVWDWXWHWKHQOLVWVDQXPEHURIVXFKFRQGLWLRQVLQFOXGLQJ³>D@S
SURSULDWHFRQGLWLRQVGHVLJQHGWRHQVXUHWKDWLQGLYLGXDOVWRZKRPWKH
SURGXFW LV DGPLQLVWHUHG DUH LQIRUPHG´ RI FHUWDLQ LQIRUPDWLRQ )'&$
 H  $ LL  7KLV LQIRUPDWLRQ LQFOXGHV WKH IDFW WKDW )'$ ³KDV
DXWKRUL]HGWKHHPHUJHQF\XVHRIWKHSURGXFW´³WKHVLJQLILFDQWNQRZQDQG
SRWHQWLDOEHQHILWVDQGULVNVRIVXFKXVH´DQG³WKHH[WHQWWRZKLFKVXFK
EHQHILWV DQG ULVNV DUH XQNQRZQ´ ,G  H  $ LL , ± ,,  0RVW
UHOHYDQWKHUHVHFWLRQ H  $ LL ,,, GLUHFWV)'$WRLPSRVHFRQGL
WLRQVRQDQ(8$³GHVLJQHGWRHQVXUHWKDWLQGLYLGXDOVWRZKRPWKHSURGXFW
LVDGPLQLVWHUHGDUHLQIRUPHGRIWKHRSWLRQWRDFFHSWRUUHIXVHDGPLQ
LVWUDWLRQRIWKHSURGXFWRIWKHFRQVHTXHQFHVLIDQ\RIUHIXVLQJDGPLQ
LVWUDWLRQ RIWKH SURGXFW DQG RI WKH DOWHUQDWLYHV WR WKH SURGXFW WKDW DUH
DYDLODEOHDQGRIWKHLUEHQHILWVDQGULVNV´
,Q WKH VDPH VHFWLRQ RI WKH  1DWLRQDO 'HIHQVH $XWKRUL]DWLRQ
$FW&RQJUHVV DOVRHQDFWHGDQRWKHUSURYLVLRQFRGLILHGDV 86&
DZKLFKLVVSHFLILFWRWKH86PLOLWDU\DQGZKLFKH[SUHVVO\UHIHUV
WR WKH ³RSWLRQ WR DFFHSW RU UHIXVH´ FRQGLWLRQ GHVFULEHG LQ VHFWLRQ
 H  $ LL ,,, 3XE/1RVHF E  D
6WDW DW  6XEVHFWLRQ D  RI WKLV ODZ SURYLGHV WKDW ZKHQ DQ (8$
SURGXFWLVDGPLQLVWHUHGWRPHPEHUVRIWKHDUPHGIRUFHV³WKHFRQGLWLRQ
GHVFULEHG LQ VHFWLRQ  H  $ LL ,,,   DQG UHTXLUHG XQGHU SDUD
JUDSK  $ RU  $ RI VXFKVHFWLRQ H GHVLJQHGWRHQVXUHWKDW
LQGLYLGXDOVDUHLQIRUPHGRIDQRSWLRQWRDFFHSWRUUHIXVHDGPLQLVWUDWLRQRI
DSURGXFWPD\EHZDLYHGRQO\E\WKH3UHVLGHQW´DQG³RQO\LIWKH3UHVL
GHQWGHWHUPLQHVLQZULWLQJWKDWFRPSO\LQJZLWKVXFKUHTXLUHPHQWLV
QRWLQWKHLQWHUHVWVRIQDWLRQDOVHFXULW\´86&D D  
B.
,QWKH\HDUVDIWHU&RQJUHVVHQDFWHGVHFWLRQ)'$LVVXHGGR]HQVRI
(8$VLQUHVSRQVHWRYDULRXVSXEOLFKHDOWKHPHUJHQFLHV6HHHJ$XWKRU
L]DWLRQRI(PHUJHQF\8VHRIWKH$QWLYLUDO3URGXFW3HUDPLYLU$FFRPSD
QLHGE\(PHUJHQF\8VH,QIRUPDWLRQ$YDLODELOLW\)HG5HJ
1RY  DQWLYLUDOGUXJWRWUHDWVZLQHIOX 7KHDJHQF\¶VXVHRI
(8$VLQFUHDVHGGUDPDWLFDOO\ZLWKWKHRQVHWRIWKH&29,'SDQGHPLF
LQ$VRI-DQXDU\WKHDJHQF\KDGLVVXHGPRUHWKDQ(8$V
IRUSURGXFWVWRFRPEDW&29,'LQFOXGLQJGUXJVWHVWVSHUVRQDOSURWHF
WLYH HTXLSPHQW DQG YHQWLODWRUV 6HH )'$ )'$ &29,' 3DQGHPLF
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5HFRYHU\DQG3UHSDUHGQHVV3ODQ 35(33 ,QLWLDWLYH6XPPDU\5HSRUW
DW -DQ FILGDW QRWLQJWKDW)'$LVVXHG(8$VSULRUWR
&29,'  0RUH LPSRUWDQWO\ IRU SUHVHQW SXUSRVHV WKH DJHQF\ KDV
JUDQWHG(8$VIRUWKUHH&29,'YDFFLQHVPDQXIDFWXUHGE\3IL]HU
0RGHUQDDQG-DQVVHQUHVSHFWLYHO\6HH$XWKRUL]DWLRQVRI(PHUJHQF\
8VH RI &HUWDLQ %LRORJLFDO 3URGXFWV 'XULQJ WKH &29,' 3DQGHPLF
$YDLODELOLW\)HG5HJ 0D\  -DQVVHQ $XWKRUL]D
WLRQVRI(PHUJHQF\8VHRI7ZR%LRORJLFDO3URGXFWV'XULQJWKH&29,'
3DQGHPLF$YDLODELOLW\)HG5HJ -DQ  3IL]HUDQG
0RGHUQD 
$VZHKDYHH[SODLQHGVHFWLRQRIWKH)'&$FRQWHPSODWHVWKDWHDFK
(8$ ZLOO EH VXEMHFW WR YDULRXV FRQGLWLRQV )RU WKH WKUHH &29,'
YDFFLQHV)'$LPSOHPHQWHGWKH³RSWLRQWRDFFHSWRUUHIXVH´FRQGLWLRQ
GHVFULEHGLQVHFWLRQ H  $ LL ,,, LQWKHIROORZLQJPDQQHU,Q
HDFKOHWWHUJUDQWLQJWKH(8$)'$HVWDEOLVKHGDVD³FRQGLWLRQ>@RIDXWKRU
L]DWLRQ´WKDW)'$¶V³)DFW6KHHWIRU5HFLSLHQWVDQG&DUHJLYHUV´EHPDGH
DYDLODEOHWRSRWHQWLDOYDFFLQHUHFLSLHQWV6HHHJ/HWWHUIRU3IL]HU,QF
IURP5$'0'HQLVH0+LQWRQ&KLHI6FLHQWLVW)'$DW XSGDWHG
-XQH    KWWSVZZZIGDJRYPHGLDGRZQORDG ³3IL]HU
(8$/HWWHU´ 7KH)DFW6KHHWLQTXHVWLRQVWDWHV WRWDNHWKH3IL]HUYDFFLQH
DVDQH[DPSOH ³,WLV\RXUFKRLFHWRUHFHLYHRUQRWUHFHLYHWKH3IL]HU
%LR17HFK&29,'9DFFLQH6KRXOG\RXGHFLGHQRWWRUHFHLYHLWLWZLOO
QRWFKDQJH\RXUVWDQGDUGPHGLFDOFDUH´3IL]HU)DFW6KHHWDW:HXQGHU
VWDQG WKDW WKLV DSSURDFK LV FRQVLVWHQW ZLWK )'$¶V JHQHUDO SUDFWLFH IRU
(8$V6HH(8$*XLGDQFHDW± GLVFXVVLQJWKHXVHRIIDFWVKHHWVWR
LQIRUPUHFLSLHQWVRI(8$SURGXFWV³>W@KDWWKH\KDYHWKHRSWLRQWRDFFHSW
RUUHIXVHWKH(8$SURGXFWDQGRIDQ\FRQVHTXHQFHVRIUHIXVLQJDGPLQ
LVWUDWLRQRIWKHSURGXFW´ 
$VDFFHVVWRWKH&29,'YDFFLQHVKDVEHFRPHZLGHVSUHDGQXPHU
RXV HGXFDWLRQDO LQVWLWXWLRQV HPSOR\HUV DQG RWKHU HQWLWLHV DFURVV WKH
8QLWHG 6WDWHV KDYH DQQRXQFHG WKDW WKH\ ZLOO UHTXLUH LQGLYLGXDOV WR EH
YDFFLQDWHGDJDLQVW&29,'DVDFRQGLWLRQRIHPSOR\PHQWHQUROOPHQW
SDUWLFLSDWLRQRUVRPHRWKHUEHQHILWVHUYLFHUHODWLRQVKLSRUDFFHVV )RU

6HHHJ5XNPLQL&DOOLPDFKL)RU&ROOHJHV9DFFLQH0DQGDWHV2IWHQ'HSHQGRQ
:KLFK3DUW\,VLQ3RZHU1<7LPHV 0D\ KWWSVZZZQ\WLPHVFRP
XVFROOHJHYDFFLQHXQLYHUVLWLHVKWPO7UDF\5XFLQVNL'HOWDZLOOUHTXLUH&29,'
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LQVWDQFHFHUWDLQVFKRROVZLOOUHTXLUHYDFFLQDWLRQLQRUGHUIRUVWXGHQWVWR
DWWHQGFODVVLQSHUVRQDQGFHUWDLQHPSOR\HUVZLOOUHTXLUHYDFFLQDWLRQDV
DFRQGLWLRQRIHPSOR\PHQW
6RPHKDYHTXHVWLRQHGZKHWKHUVXFKHQWLWLHVFDQODZIXOO\LPSRVHVXFK
UHTXLUHPHQWVLQOLJKWRIWKHIDFWWKDWVHFWLRQLQVWUXFWVWKDWSRWHQWLDO
YDFFLQHUHFLSLHQWVDUHWREHLQIRUPHGWKDWWKH\KDYHWKH³RSWLRQWRDFFHSW
RUUHIXVH´UHFHLSWRIWKHYDFFLQH ,QWKHSDVWIHZPRQWKVVHYHUDOODZVXLWV
KDYH DOVR EHHQ ILOHG FKDOOHQJLQJ YDULRXV HQWLWLHV¶ YDFFLQDWLRQ UHTXLUH
PHQWVRQWKHVDPHWKHRU\ 7KHRQO\MXGLFLDOGHFLVLRQWRKDYHDGGUHVVHG
WKLVLVVXHVRIDUVXPPDULO\UHMHFWHGWKHFKDOOHQJH6HH%ULGJHVY+RXVWRQ
0HWKRGLVW+RVS1RFY:/DW ± 6'
7H[-XQH DSSHDOGRFNHWHG1R WK&LU-XQH
 
II.
A.
:HFRQFOXGHWKDWVHFWLRQ H  $ LL ,,, FRQFHUQVRQO\WKHSURYL
VLRQRILQIRUPDWLRQWRSRWHQWLDOYDFFLQHUHFLSLHQWVDQGGRHVQRWSURKLELW
SXEOLFRUSULYDWHHQWLWLHVIURPLPSRVLQJYDFFLQDWLRQUHTXLUHPHQWVIRU
YDFFLQHVWKDWDUHVXEMHFWWR(8$V%\LWVWHUPVWKHSURYLVLRQGLUHFWVRQO\
WKDW SRWHQWLDO YDFFLQH UHFLSLHQWV EH ³LQIRUPHG´ RI FHUWDLQ LQIRUPDWLRQ
LQFOXGLQJ³WKHRSWLRQWRDFFHSWRUUHIXVHDGPLQLVWUDWLRQRIWKHSURGXFW´

YDFFLQHIRUQHZHPSOR\HHV5HXWHUV 0D\$0 KWWSVZZZUHXWHUVFRP
ZRUOGXVGHOWDZLOOUHTXLUHFRYLGYDFFLQHQHZHPSOR\HHV
6HHHJ/HWWHUIRU7KRPDV&*DOOLJDQ-U,QWHULP3UHVLGHQW/RXLVLDQD6WDWH8QL
YHUVLW\IURP-HII/DQGU\$WWRUQH\*HQHUDORI/RXLVLDQD 0D\ VHHDOVR
$GYLVRU\&RPPLWWHHRQ,PPXQL]DWLRQ3UDFWLFHV6XPPDU\5HSRUWDW $XJ 
KWWSVZZZFGFJRYYDFFLQHVDFLSPHHWLQJVGRZQORDGVPLQDUFKLYHPLQ
SGI UHSRUWLQJD&'&RIILFLDODVVD\LQJWKDW(8$YDFFLQHVDUHQRWDOORZHGWREHPDQGDWR
U\ 

6HHHJ'HIHQGDQW¶V1RWLFHRI5HPRYDO%ULGJHVY0HWKRGLVW+RVS1RFY
 6'7H[-XQH :/ UHIHUHQFLQJFRPSODLQW &RPSODLQW
1HYH Y %LUNKHDG 1R FY 0'1& $SU     :/ 
&RPSODLQW&DO(GXFDWRUVIRU0HG)UHHGRPY/$8QLILHG6FK'LVW1RFY
&'&DO0DU :/&RPSODLQW/HJDUHWWDY0DFLDV1R
FY '10)HE :/VHHDOVR&RPSODLQW+HDOWK)UHH
GRP'HIHQVH)XQGY&LW\RI+DLOH\1RFY'&1 ',GDKR0D\ 
:/ PDNLQJDVLPLODUDUJXPHQWDERXWDIDFHPDVNUHTXLUHPHQW 



AR-04402

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 83 of 298 PageID 4944

2S2/&BB -XO\ 

)'&$ H  $ LL ,,, ,QWKHVHQVHXVHGKHUHWKHZRUG³LQIRUP´
VLPSO\PHDQVWR³JLYH VRPHRQH IDFWVRULQIRUPDWLRQWHOO´1HZ2[IRUG
$PHULFDQ'LFWLRQDU\ GHG VHHDOVRHJ:HEVWHU¶V7KLUG
1HZ,QWHUQDWLRQDO'LFWLRQDU\   VLPLODU &RQVLVWHQWZLWKWKLV
XQGHUVWDQGLQJWKHFRQGLWLRQVRIDXWKRUL]DWLRQWKDW)'$LPSRVHGIRUWKH
&29,' YDFFLQHVUHTXLUHWKDWSRWHQWLDO YDFFLQHUHFLSLHQWVUHFHLYH
)'$¶V)DFW6KHHWVHHHJ3IL]HU(8$/HWWHUDWZKLFKVWDWHVWKDW
UHFLSLHQWVKDYHD³FKRLFHWRUHFHLYHRUQRWUHFHLYH´WKHYDFFLQHVHHHJ
3IL]HU)DFW6KHHWDW1HLWKHUWKHVWDWXWRU\FRQGLWLRQVRIDXWKRUL]DWLRQ
QRUWKH)DFW6KHHWLWVHOISXUSRUWVWRUHVWULFWSXEOLFRUSULYDWHHQWLWLHVIURP
LQVLVWLQJXSRQYDFFLQDWLRQLQDQ\FRQWH[W&I%ULGJHV:/
DW  H[SODLQLQJWKDWVHFWLRQ³FRQIHUVFHUWDLQSRZHUVDQGUHVSRQVLELO
LWLHVWRWKH6HFUHWDU\RI>++6@LQDQHPHUJHQF\´EXWWKDWLW³QHLWKHU
H[SDQGVQRUUHVWULFWVWKHUHVSRQVLELOLWLHVRISULYDWHHPSOR\HUV´  
7KHODQJXDJHRIDQRWKHUSURYLVLRQRIVHFWLRQUHIOHFWVWKHOLPLWHG
VFRSHRIRSHUDWLRQRIVHFWLRQ H  $ LL ,,,  6HFWLRQ O SUR
YLGHVWKDW³WKLVVHFWLRQ>LHVHFWLRQ@RQO\KDVOHJDOHIIHFWRQDSHUVRQ
ZKRFDUULHVRXWDQDFWLYLW\IRUZKLFKDQDXWKRUL]DWLRQXQGHUWKLVVHFWLRQ
LV LVVXHG´ 7KLV SURYLVLRQ H[SUHVVO\ IRUHFORVHV DQ\ OLPLWDWLRQ RQ WKH
DFWLYLWLHVRIWKHYDVWPDMRULW\RIHQWLWLHVZKRZRXOGLQVLVWXSRQYDFFLQD
WLRQUHTXLUHPHQWVEHFDXVHPRVWGRQRWFDUU\RXWDQ\DFWLYLW\IRUZKLFKDQ
(8$LVLVVXHG
7REHVXUHWKH(8$FRQGLWLRQVHIIHFWLYHO\UHTXLUHSDUWLHVDGPLQLVWHU
LQJWKHSURGXFWVWRGRVRLQSDUWLFXODUZD\V²LQFOXGLQJWKDWWKH\RQO\
DGPLQLVWHUWKHSURGXFWVWRLQGLYLGXDOVDIWHUSURYLGLQJWKHPWKHLQIRUPD
WLRQDO )DFW 6KHHWV WKDW )'$ SUHVFULEHV²DQG VRPH RI WKRVH HQWLWLHV



(DUOLHULQWURGXFHGYHUVLRQVRIVHFWLRQ

H  $ LL ,,, LQUHIHUUHGWR³DQ\
RSWLRQWRDFFHSWRUUHIXVHDGPLQLVWUDWLRQRIWKHSURGXFW´ DVRSSRVHGWR³WKH´RSWLRQ D
IRUPXODWLRQWKDWPLJKWKDYHHYHQPRUHFOHDUO\FRQYH\HGWKHLQIRUPDWLRQDOQDWXUHRIWKH
FRQGLWLRQ6HHHJ6WK&RQJ 0DU  HPSKDVLVDGGHG :HKDYH
QRWIRXQGDQ\H[SODQDWLRQIRUZK\&RQJUHVVUHYLVHGWKHSURYLVLRQWRUHIHUWR³WKHRSWLRQ´
VRZHDVFULEHOLWWOHVLJQLILFDQFHWRWKHFKDQJH²HLWKHUIRURUDJDLQVWRXUUHDGLQJRIWKH
VWDWXWH6HH0HDG&RUSY7LOOH\86  7UDLQPRELOH&RY:KLUOV
86   ³7KHLQWHUSUHWDWLRQRIVWDWXWHVFDQQRWVDIHO\EHPDGHWRUHVWXSRQ
PXWHLQWHUPHGLDWHOHJLVODWLYHPDQHXYHUV´ ,Q86&D D PRUHRYHU&RQJUHVV
XVHGWKHDOWHUQDWLYHIRUPXODWLRQ³DQRSWLRQWRDFFHSWRUUHIXVH´LQUHIHUULQJWRWKHFRQGL
WLRQLQVHFWLRQ H  $ LL ,,, DVLWUHODWHVWRWKHDUPHGIRUFHV (PSKDVLVDGGHG 
7KLVGLVFUHSDQF\FRXQVHOVIXUWKHUDJDLQVWDVVLJQLQJLQWHUSUHWLYHZHLJKWWRWKHFKDQJHIURP
³DQ\´WR³WKH´LQWKHOHJLVODWLYHGHYHORSPHQWRIVHFWLRQ



AR-04403

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 84 of 298 PageID 4945

5HTXLULQJWKH8VHRID9DFFLQH6XEMHFWWRDQ(PHUJHQF\8VH$XWKRUL]DWLRQ

VXFKDVXQLYHUVLWLHVPLJKWDOVRLPSRVHYDFFLQDWLRQUHTXLUHPHQWV HJRQ
WKHLUVWXGHQWVDQGHPSOR\HHV 7KHUHLVQRLQGLFDWLRQKRZHYHUWKDW
&RQJUHVVLQWHQGHGWRUHJXODWHVXFKHQWLWLHVH[FHSWZLWKUHVSHFWWRWKH
FLUFXPVWDQFHV RIWKHLUDGPLQLVWUDWLRQRIWKHSURGXFWLWVHOI6HHHJ
)'&$ H  % LL  DXWKRUL]LQJ)'$WRHVWDEOLVK³>D@SSURSULDWH
FRQGLWLRQVRQZKRPD\DGPLQLVWHUWKHSURGXFWZLWKUHVSHFWWRWKHHPHU
JHQF\XVHRIWKHSURGXFWDQGRQWKHFDWHJRULHVRILQGLYLGXDOVWRZKRP
DQGWKHFLUFXPVWDQFHVXQGHUZKLFKWKHSURGXFWPD\EHDGPLQLVWHUHGZLWK
UHVSHFWWRVXFKXVH´ HPSKDVLVDGGHG $QGLWZRXOGKDYHEHHQRGGIRU
&RQJUHVVWRKDYHGRQHVRIRULQWKDWFDVHWKHHQWLWLHVFKRRVLQJWRDGPLQ
LVWHU(8$SURGXFWVZRXOGEHOLPLWHGLQWKHLUUHODWLRQVZLWKWKLUGSDUWLHV
HJVWXGHQWVHPSOR\HHV LQZD\VWKDWDQDORJRXVHQWLWLHVWKDWGLGQRW
DGPLQLVWHUWKHSURGXFWVZHUHQRW
7KLVUHDGLQJRIWKH³RSWLRQWRDFFHSWRUUHIXVH´FRQGLWLRQWREHLQIRU
PDWLRQDOIROORZVQRWRQO\IURPWKHSODLQWH[WRIWKHSURYLVLRQEXWDOVR
IURPWKHVXUURXQGLQJUHTXLUHPHQWVLQVHFWLRQ H  $ LL 6HHHJ
/DJRVY8QLWHG6WDWHV6&W±   UHO\LQJRQWKH
FDQRQRI³QRVFLWXUDVRFLLVWKHZHOOZRUQ/DWLQSKUDVHWKDWWHOOVXVWKDW
VWDWXWRU\ZRUGVDUHRIWHQNQRZQE\WKHFRPSDQ\WKH\NHHS´ ,QDGGLWLRQ
WRUHTXLULQJWKDWSRWHQWLDOUHFLSLHQWVEHLQIRUPHGRI³WKHRSWLRQWRDFFHSW
RUUHIXVHDGPLQLVWUDWLRQRIWKHSURGXFW´WKHVWDWXWHDOVRUHTXLUHVWKDW
WKH\EHLQIRUPHGRI³WKHFRQVHTXHQFHVLIDQ\RIUHIXVLQJDGPLQLVWUD
WLRQRIWKHSURGXFWDQGRIWKHDOWHUQDWLYHVWRWKHSURGXFWWKDWDUHDYDLOD
EOH DQG RI WKHLU EHQHILWV DQG ULVNV´ )'&$  H  $ LL ,,, 
6LPLODUO\WKHWZRRWKHUSURYLVLRQVLQVXEVHFWLRQ H  $ LL UHTXLUHWKDW
LQGLYLGXDOVEHLQIRUPHGRIWKHIDFWWKDW)'$³KDVDXWKRUL]HGWKHHPHU
JHQF\XVHRIWKHSURGXFW´DQGRI³WKHVLJQLILFDQWNQRZQDQGSRWHQWLDO
EHQHILWVDQGULVNVRIVXFKXVHDQGRIWKHH[WHQWWRZKLFKVXFKEHQHILWV
DQGULVNVDUHXQNQRZQ´,G H  $ LL , ± ,, 7KHVHSURYLVLRQV
DOODSSHDUWRUHTXLUHRQO\WKDWFHUWDLQIDFWXDOLQIRUPDWLRQEHFRQYH\HGWR
WKRVHZKRPLJKWXVHWKHSURGXFW
,QGHHG LI &RQJUHVV KDG LQWHQGHG WR UHVWULFW HQWLWLHV IURP LPSRVLQJ
(8$YDFFLQDWLRQUHTXLUHPHQWVLWFKRVHDVWUDQJHO\REOLTXHZD\WRGRVR
HPEHGGLQJWKHUHVWULFWLRQLQDSURYLVLRQWKDWRQLWVIDFHUHTXLUHVRQO\WKDW
LQGLYLGXDOV EH SURYLGHG ZLWK FHUWDLQ LQIRUPDWLRQ DQG JURXSLQJ WKDW
UHTXLUHPHQW ZLWK RWKHU FRQGLWLRQV WKDW DUH OLNHZLVH LQIRUPDWLRQDO LQ
QDWXUH &RQJUHVVFRXOGKDYHFUHDWHGVXFKDUHVWULFWLRQE\VLPSO\VWDWLQJ
WKDWSHUVRQV RUFHUWDLQFDWHJRULHVRISHUVRQV PD\QRWUHTXLUHRWKHUVWR
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XVHDQ(8$SURGXFW6HH.ORHFNQHUY6ROLV86  
UHMHFWLQJDVWDWXWRU\LQWHUSUHWDWLRQSRVLWLQJWKDW&RQJUHVVWRRND³URXQGD
ERXWZD\´DQGDQ³REVFXUHSDWK´WRUHDFK³DVLPSOHUHVXOW´ FI:KLWPDQ
Y$P7UXFNLQJ$VV¶QV86   &RQJUHVVGRHVQRW
³KLGHHOHSKDQWVLQPRXVHKROHV´ 
2XUUHDGLQJRIVHFWLRQ H  $ LL ,,, GRHVQRWIXOO\H[SODLQZK\
&RQJUHVVFUHDWHGDVFKHPHLQZKLFKSRWHQWLDOXVHUVRIWKHSURGXFWZRXOG
EHLQIRUPHGWKDWWKH\KDYH³WKHRSWLRQWRDFFHSWRUUHIXVH´WKHSURGXFW
7KHOHJLVODWLYHKLVWRU\RIWKHVWDWXWHGRHVQRWDSSHDUWRRIIHUDQ\
FOHDUH[SODQDWLRQ3HUKDSV&RQJUHVVYLHZHGVHFWLRQ H  $ LL ,,, 
DV D YDULDWLRQRQWKH ³LQIRUPHGFRQVHQW´UHTXLUHPHQWWKDWDSSOLHVWR
KXPDQVXEMHFWVLQ³LQYHVWLJDWLRQDOGUXJ´VHWWLQJV WKHRQO\RWKHUFRQWH[W
LQZKLFK)'$PD\ LQDOLPLWHGIDVKLRQ DXWKRUL]HWKHLQWURGXFWLRQRI
XQDSSURYHGGUXJVLQWRLQWHUVWDWHFRPPHUFH2USHUKDSV&RQJUHVVLQFOXG
HGWKLVFRQGLWLRQWRHQVXUHWKDWSRWHQWLDOXVHUVRIDQ(8$SURGXFWZRXOG
QRWPLVXQGHUVWDQGZKDWWKHOLNHO\LPSDFWRIGHFOLQLQJWRXVHWKDWSURGXFW
ZRXOGEH
7KHLQIRUPDWLRQFRQYH\HGSXUVXDQWWRWKH³RSWLRQ´FODXVHFRQWLQXHVWR
EHDWUXHVWDWHPHQWDERXWDPDWHULDOIDFWRILPSRUWDQFHWRSRWHQWLDOYDF

6HFWLRQ

L  RIWLWOHSURYLGHVWKDWDQ,1'H[HPSWLRQWRWKHSUHPDUNHWDS
SURYDOUHTXLUHPHQWPD\RQO\DSSO\LIWKHPDQXIDFWXUHURUVSRQVRURIDQH[SHUWLQYHVWLJD
WLRQUHTXLUHVWKHH[SHUWVLQTXHVWLRQWRFHUWLI\
WKDWWKH\ZLOOLQIRUPDQ\KXPDQEHLQJVWRZKRPVXFKGUXJVRUDQ\FRQWUROVXVHG
LQFRQQHFWLRQWKHUHZLWKDUHEHLQJDGPLQLVWHUHGRUWKHLUUHSUHVHQWDWLYHVWKDWVXFK
GUXJVDUHEHLQJXVHGIRULQYHVWLJDWLRQDOSXUSRVHVDQGZLOOREWDLQWKHFRQVHQWRI
VXFKKXPDQEHLQJVRUWKHLUUHSUHVHQWDWLYHVH[FHSWZKHUHLWLVQRWIHDVLEOHLWLVFRQ
WUDU\WRWKHEHVWLQWHUHVWVRIVXFKKXPDQEHLQJVRUWKHSURSRVHGFOLQLFDOWHVWLQJ
SRVHVQRPRUHWKDQPLQLPDOULVNWRVXFKKXPDQEHLQJVDQGLQFOXGHVDSSURSULDWH
VDIHJXDUGV
&RQJUHVVGLGQRWLQFOXGHWKLVVDPH³LQIRUPHGFRQVHQW´UHTXLUHPHQWDVSDUWRIWKH(8$
SURYLVLRQLQSHUKDSVRXWRIFRQFHUQWKDWLWZRXOGQRWEHSUDFWLFDEOHLQHPHUJHQF\
VLWXDWLRQV6HH3URMHFW%LR6KLHOG&RQWUDFWLQJIRUWKH+HDOWKDQG6HFXULW\RIWKH$PHUL
FDQ3XEOLF+HDULQJ%HIRUHWKH+&RPPRQ*RY¶W5HIRUPWK&RQJ $SU
  VWDWHPHQWRI0DUN%0F&OHOODQ&RPPLVVLRQHU)'$DQG$QWKRQ\6)DXFL
'LUHFWRU1DWLRQDO,QVWLWXWHRI$OOHUJ\DQG,QIHFWLRXV'LVHDVHV  ³%HFDXVHXUJHQWVLWXD
WLRQV PD\ UHTXLUH PDVV LQRFXODWLRQV DQGRU GUXJ WUHDWPHQWV VXFK LQIRUPHG FRQVHQW
UHTXLUHPHQWVPD\SURYHLPSRVVLEOHWRLPSOHPHQWZLWKLQWKHQHFHVVDU\WLPHIUDPHZKHQ
WU\LQJ WR DFKLHYH WKH SXEOLF KHDOWK JRDO RI SURWHFWLQJ $PHULFDQV IURP WKH LPPLQHQW
GDQJHU´  VHH DOVR LQIUD QRWH  H[SODLQLQJ WKDW WKH LQIRUPHG FRQVHQW UHTXLUHPHQWV
FRQWDLQHGLQ86& L  GRQRWDSSO\WR(8$SURGXFWV 
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FLQHUHFLSLHQWV²YLUWXDOO\DOOVXFKSHUVRQVFRQWLQXHWRKDYHWKH³RSWLRQ´
RIUHIXVLQJWKHYDFFLQHLQWKHVHQVHWKDWWKHUHLVQRGLUHFWOHJDOUHTXLUH
PHQWWKDWWKH\UHFHLYHLW6HH%ULGJHV:/DW  QRWLQJ
WKDW DQ HPSOR\HU¶V YDFFLQDWLRQ SROLF\ ZDV QRW ³FRHUFLYH´ EHFDXVH DQ
HPSOR\HH³FDQIUHHO\FKRRVHWRDFFHSWRUUHIXVHD&29,'YDFFLQH
KRZHYHULIVKHUHIXVHVVKHZLOOVLPSO\QHHGWRZRUNVRPHZKHUHHOVH´ 
:HQ:6KHQ&RQJ5HVHDUFK6HUY56WDWHDQG)HGHUDO$XWKRUL
W\WR0DQGDWH&29,' 9DFFLQDWLRQDW $SU  ³>(@[LVWLQJ
YDFFLQDWLRQPDQGDWHV²DVWKH\DUHW\SLFDOO\VWUXFWXUHG²JHQHUDOO\GRQRW
LQWHUIHUHZLWKDQLQGLYLGXDO¶VULJKWWRUHIXVHLQWKDWFRQWH[W5DWKHU
WKH\ LPSRVH VHFRQGDU\ FRQVHTXHQFHV²RIWHQ LQ WKH IRUP RI H[FOXVLRQ
IURPFHUWDLQGHVLUDEOHDFWLYLWLHVVXFKDVVFKRROVRUHPSOR\PHQW²LQWKH
HYHQWRIUHIXVDO´ IRRWQRWHRPLWWHG %ODFN¶V/DZ'LFWLRQDU\ WK
HG  GHILQLQJ³RSWLRQ´DVUHOHYDQWKHUHDV³>W@KHULJKWRUSRZHUWR
FKRRVHVRPHWKLQJWKDWPD\EHFKRVHQ´ 7KH$PHULFDQ+HULWDJH'LF
WLRQDU\RIWKH(QJOLVK/DQJXDJH WKHG  VLPLODU FI)'&$
 H  $ LL ,,,  GLUHFWLQJ WKDW SRWHQWLDO YDFFLQH UHFLSLHQWV EH
LQIRUPHGQRWRQO\RI³WKHRSWLRQWRDFFHSWRUUHIXVHDGPLQLVWUDWLRQRIWKH
SURGXFW´EXWDOVRRI³WKHFRQVHTXHQFHVLIDQ\RIUHIXVLQJDGPLQLVWUDWLRQ
RIWKHSURGXFW´ HPSKDVLVDGGHG 
,PSRUWDQWO\KRZHYHUDQGFRQVLVWHQWZLWK)'$¶VYLHZVZHDOVRUHDG
VHFWLRQDVJLYLQJ)'$VRPHGLVFUHWLRQWRPRGLI\RURPLW³WKHRSWLRQ
WRDFFHSWRUUHIXVH´QRWLILFDWLRQRUWRVXSSOHPHQWLWZLWKDGGLWLRQDOLQ
IRUPDWLRQLIDQGZKHQFLUFXPVWDQFHVFKDQJH$VQRWHGDERYHWKHVWDWXWH
GLUHFWV)'$WRHVWDEOLVKWKHVHFWLRQ H  $ FRQGLWLRQV³WRWKHH[WHQW
SUDFWLFDEOHJLYHQWKHDSSOLFDEOH>HPHUJHQF\@FLUFXPVWDQFHV´DQG³DVWKH
>DJHQF\@ ILQGV QHFHVVDU\ RU DSSURSULDWH WR SURWHFW WKH SXEOLF KHDOWK´
)'&$ H  $ %RWKRIWKHVHSKUDVHV²³WRWKHH[WHQWSUDFWLFDEOH´
DQG³DVWKH>DJHQF\@ILQGVQHFHVVDU\RUDSSURSULDWH´²DUHJHQHUDOO\
XQGHUVWRRG WR FRQIHU GLVFUHWLRQ RQ DQ DJHQF\ 6HH HJ *DOOHJRV
+HUQDQGH]Y8QLWHG6WDWHV)G WK&LU  SHUFXUL
DP  ³WRWKHH[WHQWSUDFWLFDEOH´ 0DGLVRQ+XJKHVY6KDODOD)G
 WK&LU  FROOHFWLQJFDVHVRQ³QHFHVVDU\´DQG³DSSUR
SULDWH´ 0RUHRYHUWKHSRUWLRQRIVHFWLRQWKDWGHDOVVSHFLILFDOO\ZLWK
LQIRUPDWLRQDOFRQGLWLRQVSURYLGHVWKDW)'$VKRXOGHVWDEOLVK³>D@SSURSUL
DWH´FRQGLWLRQVGHVLJQHGWRHQVXUHWKDWSRWHQWLDOYDFFLQHUHFLSLHQWVDUH
LQIRUPHGRIWKH³RSWLRQWRDFFHSWRUUHIXVH´DQ(8$SURGXFW)'&$
 H  $ LL 7KHVHTXDOLILHUVLQGLFDWHWKDW)'$¶VUHVSRQVLELOLW\WR
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LPSRVHWKH³RSWLRQWRDFFHSWRUUHIXVH´FRQGLWLRQLVQRWDEVROXWHDQGWKDW
WKHDJHQF\KDVVRPHGLVFUHWLRQWRPRGLI\RURPLWWKHFRQGLWLRQZKHQWKH
DJHQF\ILQGVWKHQRWLILFDWLRQZRXOGQRWEH³SUDFWLFDEOH´JLYHQWKHHPHU
JHQF\FLUFXPVWDQFHVRUWRGHWHUPLQHWKDWFKDQJHVWRWKHQRWLILFDWLRQDUH
³QHFHVVDU\RUDSSURSULDWHWRSURWHFWWKHSXEOLFKHDOWK´6HH(8$*XLG
DQFHDWQ QRWLQJFLUFXPVWDQFHVLQZKLFKWKH³RSWLRQWRDFFHSWRU
UHIXVH´QRWLILFDWLRQPLJKWQRWEHSUDFWLFDEOH  ,QDGGLWLRQVHFWLRQ
JLYHV)'$WKHDXWKRULW\WRVXSSOHPHQWWKHLQIRUPDWLRQWKDWLVFRQYH\HG
WRSRWHQWLDOYDFFLQHUHFLSLHQWVLQFOXGLQJLQIRUPDWLRQDERXW³WKHFRQVH
TXHQFHV LI DQ\ RI UHIXVLQJ DGPLQLVWUDWLRQ RI WKH SURGXFW´ )'&$
 H  $ LL ,,, VHHDOVRLG H  %  QRWLQJWKDW)'$KDV
WKHDXWKRULW\WRLPSRVHDGGLWLRQDOFRQGLWLRQVDVWKHDJHQF\³ILQGVQHFHV
VDU\RUDSSURSULDWHWRSURWHFWWKHSXEOLFKHDOWK´ (8$*XLGDQFHDW
Q± QRWLQJWKLVSRLQW 7RJHWKHUWKHQWKHVHSURYLVLRQVRIVHFWLRQ
JLYH)'$WKHDXWKRULW\WRDGDSWWRFKDQJLQJFLUFXPVWDQFHVDQGWR
HQVXUHWKDWWKHLQIRUPDWLRQFRQYH\HGWRSRWHQWLDOXVHUVRI(8$SURGXFWV
LVDFFXUDWH 
$OWKRXJKPDQ\HQWLWLHV¶YDFFLQDWLRQUHTXLUHPHQWVSUHVHUYHDQLQGLY
LGXDO¶VXOWLPDWH³RSWLRQ´WRUHIXVHDQ(8$YDFFLQHWKH\QHYHUWKHOHVV
LPSRVHVRPHWLPHVVHYHUHDGYHUVHFRQVHTXHQFHVIRUH[HUFLVLQJWKDWRSWLRQ
VXFKDVQRWEHLQJDEOHWRHQUROODWDXQLYHUVLW\ 8QGHUVXFKFLUFXPVWDQF
HV)'$FRXOGWKHRUHWLFDOO\FKRRVHWRVXSSOHPHQWWKHFRQGLWLRQVRIDX
WKRUL]DWLRQWRQRWLI\SRWHQWLDOYDFFLQHUHFLSLHQWVRIWKHSRVVLELOLW\RIVXFK
FRQVHTXHQFHV RUWRPDNHLWHYHQFOHDUHUWKDWWKHFRQVHTXHQFHVGHVFULEHG

,QGHHG)'$KDVUHFHQWO\H[HUFLVHGLWVGLVFUHWLRQQRWWRUHTXLUHFHUWDLQRIWKHVWDWX

WRULO\VSHFLILHGFRQGLWLRQVZLWKUHVSHFWWRWKHFXUUHQW&29,'SDQGHPLF:HXQGHU
VWDQGWKDW)'$KDVDPHQGHGRUSODQVWRDPHQGWKH(8$VIRUWKH&29,'YDFFLQHVVR
DVQRWWRUHTXLUH FRPSOLDQFH ZLWKVHYHUDORIWKHFRQGLWLRQV²LQFOXGLQJWKH³RSWLRQWR
DFFHSWRUUHIXVH´QRWLILFDWLRQ²ZKHQWKHYDFFLQHVDUHH[SRUWHGWRRWKHUFRXQWULHV6HH
HJ3IL]HU(8$/HWWHUDW
&RQJUHVV¶V XVH RI WKH SKUDVH ³5HTXLUHG FRQGLWLRQV´ LQ WKH WLWOH RI VXEVHFWLRQ
H  $ DQGLWVVSHFLILFDWLRQRIFHUWDLQFRQGLWLRQVLQWKHVWDWXWHVXJJHVWWKDW&RQJUHVV
PD\ KDYH SUHVXPHG WKDW )'$ ZRXOG JHQHUDOO\ ILQG WKDW WKH VSHFLILHG FRQGLWLRQV DUH
³QHFHVVDU\RUDSSURSULDWH´DQGWKXVLPSRVHWKHP$VZHGLVFXVVDERYHKRZHYHUWKH
RSHUDWLYHWH[WRIVHFWLRQLQGLFDWHVWKDW)'$KDVVRPHGLVFUHWLRQWRPRGLI\RPLW
RUVXSSOHPHQWWKHFRQGLWLRQVLQVRPHFLUFXPVWDQFHV6HH)XOWRQY&LW\RI3KLODGHOSKLD
6&W   ³>$@WLWOHRUKHDGLQJVKRXOGQHYHUEHDOORZHGWRRYHUULGH
WKHSODLQZRUGVRIDWH[W´ TXRWLQJ$6FDOLD %*DUQHU5HDGLQJ/DZ7KH,QWHUSUHWD
WLRQRI/HJDO7H[WV   DOWHUDWLRQLQRULJLQDO 



AR-04407

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 88 of 298 PageID 4949

5HTXLULQJWKH8VHRID9DFFLQH6XEMHFWWRDQ(PHUJHQF\8VH$XWKRUL]DWLRQ

LQWKH)DFW6KHHWVDUHOLPLWHGWRFRQVHTXHQFHVUHODWHGWRPHGLFDOFDUH $V
ZHKDYHQRWHGKRZHYHUVHFWLRQGRHVQRWOLPLWWKHDELOLW\RIHQWLWLHV
WRLPSRVHYDFFLQDWLRQUHTXLUHPHQWVDQG)'$ZRXOGQRWEHUHTXLUHGWR
FKDQJHWKH)DFW6KHHWVLQRUGHUWRDOORZWKHPWRLPSRVHVXFKUHTXLUH
PHQWV 
* * * * *
$VQRWHGDERYH)'$DJUHHVZLWKRXULQWHUSUHWDWLRQRIVHFWLRQ
2QDIHZRFFDVLRQVKRZHYHU)'$KDVPDGHVWDWHPHQWVWKDWFRXOG
EH XQGHUVWRRG DV VD\LQJ WKDW WKH FRQGLWLRQ GHVFULEHG LQ VHFWLRQ
 H  $ LL ,,, SURKLELWVHQWLWLHV SDUWLFXODUO\WKH86PLOLWDU\ 
IURPUHTXLULQJWKHXVHRI(8$SURGXFWV,QIRULQVWDQFH)'$
LVVXHGDQ(8$WKDWSHUPLWWHGWKHXVHRIDYDFFLQHIRUWKHSUHYHQWLRQRI
LQKDODWLRQDQWKUD[E\LQGLYLGXDOVEHWZHHQDQG\HDUVRIDJHZKR
ZHUHGHHPHGE\WKH'HSDUWPHQWRI'HIHQVH ³'2'´ WREHDWKHLJKWHQHG
ULVN RI H[SRVXUH GXH WR DQ DWWDFN ZLWK DQWKUD[ $V D FRQGLWLRQ RI WKDW
DXWKRUL]DWLRQ WKH DJHQF\ UHTXLUHG '2' WR LQIRUP SRWHQWLDO YDFFLQH
UHFLSLHQWV³RIWKHRSWLRQWRDFFHSWRUUHIXVHDGPLQLVWUDWLRQRI>WKHYDF
FLQH@´$XWKRUL]DWLRQRI(PHUJHQF\8VHRI$QWKUD[9DFFLQH$GVRUEHGIRU
3UHYHQWLRQRI,QKDODWLRQ$QWKUD[E\,QGLYLGXDOVDW+HLJKWHQHG5LVNRI
([SRVXUH'XHWR$WWDFN:LWK$QWKUD[$YDLODELOLW\)HG5HJ
 )HE 7KDW(8$FRQWLQXHG
:LWKUHVSHFWWR>WKH@FRQGLWLRQUHODWLQJWRWKHRSWLRQWRDFFHSWRU
UHIXVHDGPLQLVWUDWLRQRI>WKHYDFFLQH@WKH>LPPXQL]DWLRQSURJUDP@
ZLOOEHUHYLVHGWRJLYHSHUVRQQHOWKHRSWLRQWRUHIXVHYDFFLQDWLRQ
,QGLYLGXDOVZKRUHIXVHDQWKUD[YDFFLQDWLRQZLOOQRWEHSXQLVKHG5H
IXVDOPD\QRWEHJURXQGVIRUDQ\GLVFLSOLQDU\DFWLRQXQGHUWKH8QL
IRUP&RGHRI0LOLWDU\-XVWLFH5HIXVDOPD\QRWEHJURXQGVIRUDQ\
DGYHUVHSHUVRQQHODFWLRQ1RUZRXOGHLWKHUPLOLWDU\RUFLYLOLDQSHU
VRQQHO EH FRQVLGHUHG QRQGHSOR\DEOH RU SURFHVVHG IRU VHSDUDWLRQ


)'$IXUWKHULQIRUPVXVWKDWZKROO\DSDUWIURP)'$¶VRZQDXWKRULW\WRFKDQJHWKH
)DFW6KHHWQRWKLQJLQWKH)'&$ZRXOGSURKLELWDQDGPLQLVWUDWRURIWKHYDFFLQHZKRDOVR
KDVDUHODWLRQVKLSZLWKWKHLQGLYLGXDOVWRZKRPWKHYDFFLQHLVRIIHUHG HJVWXGHQWVLQD
XQLYHUVLW\WKDWRIIHUVWKHYDFFLQH IURPVXSSOHPHQWLQJWKH)'$)DFW6KHHWDWWKHSRLQWRI
DGPLQLVWUDWLRQZLWKIDFWXDOO\DFFXUDWHLQIRUPDWLRQDERXWWKHSRVVLEOHQRQPHGLFDOFRQVH
TXHQFHVRIWKHSHUVRQFKRRVLQJQRWWRXVHWKHSURGXFW HJWKDWVKHPLJKWQRWEHSHUPLW
WHGWRHQUROO 
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EDVHGRQUHIXVDORIDQWKUD[YDFFLQDWLRQ7KHUHPD\EHQRSHQDOW\RU
ORVVRIHQWLWOHPHQWIRUUHIXVLQJDQWKUD[YDFFLQDWLRQ
,GVHHDOVRLG DOORZLQJ'2'WRLQIRUPUHFLSLHQWVWKDW³PLOLWDU\DQG
FLYLOLDQOHDGHUVVWURQJO\UHFRPPHQGDQWKUD[YDFFLQDWLRQEXWLQGLYLG
XDOV>VXEMHFWWRWKHYDFFLQDWLRQSURJUDP@PD\QRWEHIRUFHGWREHYDF
FLQDWHG´DQGWKDW³WKHLVVXHRIPDQGDWRU\YDFFLQDWLRQZLOOEHUHFRQVLGHUHG
E\>'2'@DIWHU)'$FRPSOHWHVLWVDGPLQLVWUDWLYHSURFHVV´ )'$LQFOXG
HGWKHVDPHLQIRUPDWLRQLQLWVODWHUH[WHQVLRQRIWKDW(8$6HH$XWKRUL]D
WLRQRI(PHUJHQF\8VHRI$QWKUD[9DFFLQH$GVRUEHGIRU3UHYHQWLRQRI
,QKDODWLRQ$QWKUD[E\,QGLYLGXDOVDW+HLJKWHQHG5LVNRI([SRVXUH'XH
WR$WWDFN:LWK$QWKUD[([WHQVLRQ$YDLODELOLW\)HG5HJ
± $XJ 
,QDGGLWLRQDOWKRXJKLWLVOHVVWKDQFOHDUFHUWDLQ)'$JXLGDQFHFRXOG
EHUHDGDVVD\LQJWKDWVHFWLRQFRQIHUVDQDIILUPDWLYH³RSWLRQ´RU
³RSSRUWXQLW\´WRUHIXVH(8$SURGXFWV6HH(8$*XLGDQFHDWQ
LPSO\LQJWKDWWKHFRQGLWLRQLQVHFWLRQ H  $ LL ,,, ²ZKLFKLV
VXEMHFWWRZDLYHUIRUWKHDUPHGIRUFHVXQGHU86&D²SURWHFWV
³WKHRSWLRQIRUPHPEHUVRIWKHDUPHGIRUFHVWRDFFHSWRUUHIXVHDGPLQ
LVWUDWLRQRIDQ(8$SURGXFW´ *XLGDQFH(PHUJHQF\8VH$XWKRUL]DWLRQRI
0HGLFDO3URGXFWV:/DW  -XO\  VWDWLQJWKDW
³>U@HFLSLHQWVPXVWKDYHDQRSSRUWXQLW\WRDFFHSWRUUHIXVHWKH(8$SURG
XFW´ 
7KHVHVWDWHPHQWVGRQRWDIIHFWRXUFRQFOXVLRQ1HLWKHUWKHDQWKUD[
YDFFLQH(8$QRUWKHODWHU)'$JXLGDQFHDUWLFXODWHGDOHJDOLQWHUSUHWDWLRQ
RIVHFWLRQ H  $ LL ,,, ¶VWH[W$QG)'$DSSHDUVWRKDYHLQVLVWHG
XSRQWKHYROXQWDULQHVVUHTXLUHPHQWIRU'2'LQWKHDQWKUD[YDFFLQH(8$
EHFDXVHRIWKHQUHFHQWOLWLJDWLRQLQZKLFKDFRXUWHQMRLQHG'2'IURP
LPSOHPHQWLQJDPDQGDWRU\YDFFLQDWLRQSURJUDPEDVHGXSRQDGLIIHUHQW
VWDWXWRU\SURYLVLRQWKDWLVLQDSSOLFDEOHWR(8$V6HH'RHY5XPVIHOG
) 6XSS G  ''&   UHO\LQJ RQ  86&   'RH Y
5XPVIHOG)6XSSG ''&  VDPH VHHDOVR)HG
5HJDW UHTXLULQJ'2'WRWHOOYDFFLQHUHFLSLHQWVWKHIROORZLQJ
³2Q2FWREHUWKH86'LVWULFW&RXUWIRUWKH'LVWULFWRI&ROXPELD
LVVXHGDQ2UGHUGHFODULQJXQODZIXODQGSURKLELWLQJPDQGDWRU\DQWKUD[
YDFFLQDWLRQVWRSURWHFWDJDLQVWLQKDODWLRQDQWKUD[SHQGLQJIXUWKHU)'$
DFWLRQ7KH&RXUW¶VLQMXQFWLRQPHDQV\RXKDYHWKHULJKWWRUHIXVHWRWDNH
WKHYDFFLQHZLWKRXWIHDURIUHWDOLDWLRQ´ HPSKDVLVDGGHG )HG5HJ
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DW GLVFXVVLQJOLWLJDWLRQ VHHDOVRLQIUDQRWH H[SODLQLQJWKDW
86& I LVLQDSSOLFDEOHWR(8$V 
B.
6HFWLRQ H  $ LL ,,, DOVRUDLVHVDTXHVWLRQDERXWKRZWRXQGHU
VWDQG LWV FRJQDWH SURYLVLRQ UHJDUGLQJ WKH XVH RI (8$ SURGXFWV E\ WKH
DUPHGIRUFHV$VZHQRWHGDERYHLQWKHVDPHOHJLVODWLRQWKDWILUVW
FUHDWHGVHFWLRQ&RQJUHVVDOVRDGGHGWKHIROORZLQJSURYLVLRQWRWLWOH
RIWKH8QLWHG6WDWHV&RGH
,QWKHFDVHRIWKHDGPLQLVWUDWLRQRI>DQ(8$@SURGXFWWRPHP
EHUV RI WKH DUPHG IRUFHV WKH FRQGLWLRQ GHVFULEHG LQ VHFWLRQ
 H  $ LL ,,, DQGUHTXLUHGXQGHUSDUDJUDSK  $ RU
 $ RIVXFKVHFWLRQ H GHVLJQHGWRHQVXUHWKDWLQGLYLGXDOV
DUH LQIRUPHG RI DQ RSWLRQ WR DFFHSW RU UHIXVH DGPLQLVWUDWLRQ RI D
SURGXFWPD\EHZDLYHGRQO\E\WKH3UHVLGHQWRQO\LIWKH3UHVLGHQW
GHWHUPLQHVLQZULWLQJWKDWFRPSO\LQJZLWKVXFKUHTXLUHPHQWLVQRW
LQWKHLQWHUHVWVRIQDWLRQDOVHFXULW\
86&D D   2QLWVRZQWHUPVWKLVSURYLVLRQDSSHDUVWREH
FRQVLVWHQWZLWK²DQGHYHQWRVXSSRUW²RXUUHDGLQJRIVHFWLRQDVLW
OLNHZLVHGHVFULEHVWKH³RSWLRQWRDFFHSWRUUHIXVH´FRQGLWLRQLQSXUHO\
LQIRUPDWLRQDOWHUPV7KHODQJXDJHUHIHUVWRWKH3UHVLGHQW¶VDXWKRULW\WR

6HFWLRQ

I RIWLWOH²DQHDUOLHUHQDFWHGSURYLVLRQ²FRQWDLQVDVLPLODUEXW
LPSRUWDQWO\GLIIHUHQWZDLYHUDXWKRULW\6SHFLILFDOO\WKDWSURYLVLRQDXWKRUL]HVWKH3UHVL
GHQW³>L@QWKHFDVHRIWKHDGPLQLVWUDWLRQRIDQ>,1'@RUDGUXJXQDSSURYHGIRULWVDSSOLHG
XVHWRDPHPEHURIWKHDUPHGIRUFHVLQFRQQHFWLRQZLWKWKHPHPEHU¶VSDUWLFLSDWLRQLQD
SDUWLFXODUPLOLWDU\RSHUDWLRQ´WRZDLYH³WKHSULRUFRQVHQWUHTXLUHPHQWLPSRVHGXQGHU
>86& L  @´86& I  7KDW³SULRUFRQVHQWUHTXLUHPHQW´ZKLFK
LVLPSRVHGIRUSXUSRVHVRIWKHKXPDQFOLQLFDOWULDOVIRUZKLFK)'$DXWKRUL]HV³LQYHVWLJD
WLRQDO´ XVH RI XQDSSURYHG GUXJV VHH  86&  L   GRHV QRW DSSO\ WR (8$
SURGXFWVZKLFKW\SLFDOO\DUHPRUHZLGHO\DYDLODEOHVHH)'&$ N (8$*XLGDQFH
DW ³LQIRUPHGFRQVHQWDVJHQHUDOO\UHTXLUHGXQGHU)'$UHJXODWLRQVLVQRWUHTXLUHGIRU
DGPLQLVWUDWLRQRUXVHRIDQ(8$SURGXFW´ IRRWQRWHRPLWWHG 7KXVWKHZDLYHUSURYLVLRQ
LQVHFWLRQ I LVLQDSSOLFDEOHWR(8$SURGXFWV6HH86& I   H[SODLQ
LQJWKDWWKLVZDLYHUDXWKRULW\DSSOLHVRQO\LQFDVHVLQZKLFK³SULRUFRQVHQWIRUDGPLQLVWUD
WLRQRIDSDUWLFXODUGUXJLVUHTXLUHG´EHFDXVHWKH6HFUHWDU\RI++6GHWHUPLQHVWKDWWKH
GUXJ³LVVXEMHFWWRWKH>,1'@UHTXLUHPHQWVRI>86& L @´ VHHDOVRLG
 I   GHILQLQJWKHUHOHYDQWFRQVHQWUHTXLUHPHQWVDVWKRVHLQ86& L 
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ZDLYHDUHTXLUHPHQWWRSURYLGHFHUWDLQLQIRUPDWLRQQRWWRZDLYHDQ\ULJKW
RUDIILUPDWLYH³RSWLRQ´WRUHIXVHDGPLQLVWUDWLRQRIWKHSURGXFWLWVHOI
2QWKHRWKHUKDQGWKHFRQIHUHQFHUHSRUWRQWKHOHJLVODWLRQWKDWFUHDWHG
ERWKVHFWLRQRIWKH)'&$DQGVHFWLRQDRIWLWOHGHVFULEHGWKH
ODWWHUSURYLVLRQLQWKHIROORZLQJZD\
>7KLVSURYLVLRQ@ZRXOGDXWKRUL]HWKH3UHVLGHQWWRZDLYHWKHULJKWRI
VHUYLFHPHPEHUVWRUHIXVHDGPLQLVWUDWLRQRIDSURGXFWLIWKH3UHVL
GHQWGHWHUPLQHVLQZULWLQJWKDWDIIRUGLQJVHUYLFHPHPEHUVWKHULJKW
WRUHIXVHWKHSURGXFWLVQRWIHDVLEOHLVFRQWUDU\WRWKHEHVWLQWHUHVWV
RIWKHPHPEHUVDIIHFWHGRULVQRWLQWKHLQWHUHVWVRIQDWLRQDOVHFXUL
W\
+55HS1RDW   &RQI5HS  HPSKDVLVDGGHG 
7KLVODQJXDJHLQGLFDWHVWKDWWKHFRQIHUHHVPD\KDYHEHOLHYHGWKDWVHFWLRQ
DFRQFHUQVVRPH³ULJKW´RIPHPEHUVRIWKHDUPHGIRUFHVWRUHIXVH
WKHXVHRI(8$SURGXFWV$QGWKDWEHOLHIPD\KHOSWRH[SODLQZK\VHFWLRQ
DDOORZVRQO\WKH3UHVLGHQWWRH[HUFLVHWKHZDLYHUDXWKRULW\
&RQVLVWHQWZLWKWKLVOHJLVODWLYHKLVWRU\DQGWKHYHVWLQJRIWKHZDLYHU
DXWKRULW\LQWKH3UHVLGHQW'2'LQIRUPVXVWKDWLWKDVXQGHUVWRRGVHFWLRQ
DWR PHDQWKDW'2' PD\QRWUHTXLUHVHUYLFH PHPEHUVWRWDNH DQ
(8$SURGXFWWKDWLVVXEMHFWWRWKHFRQGLWLRQUHJDUGLQJWKHRSWLRQWRUH
IXVHXQOHVVWKH3UHVLGHQWH[HUFLVHVWKHZDLYHUDXWKRULW\FRQWDLQHGLQ
VHFWLRQD6HH'2',QVWUXFWLRQ( )HE  ³,Q
WKHHYHQWWKDWDQ(8$JUDQWHGE\WKH&RPPLVVLRQHURI)RRGDQG'UXJV
LQFOXGHVDFRQGLWLRQWKDWSRWHQWLDOUHFLSLHQWVDUHSURYLGHGDQRSWLRQWR
UHIXVHDGPLQLVWUDWLRQRIWKHSURGXFWWKH3UHVLGHQWPD\ZDLYHWKH
RSWLRQWRUHIXVHIRUDGPLQLVWUDWLRQRIWKHPHGLFDOSURGXFWWRPHPEHUVRI
WKH DUPHG IRUFHV´ HPSKDVLV DGGHG  0RUHRYHU ZH XQGHUVWDQG WKDW
'2'¶VSRVLWLRQUHIOHFWVWKHFRQFHUQWKDWVHUYLFHPHPEHUVXQOLNHFLYLOLDQ
HPSOR\HHVFRXOGIDFHVHULRXVFULPLQDOSHQDOWLHVLIWKH\UHIXVHGDVXSHULRU
RIILFHU¶VRUGHUWRWDNHDQ(8$SURGXFW6HH86&VHHDOVR
8QLWHG6WDWHVY.LVDOD0- &$$)  XSKROGLQJDVROGLHU¶V
SXQLVKPHQWIRUUHIXVLQJWRWDNHDYDFFLQH ,QWKLVZD\VHUYLFHPHPEHUV
GRQRWKDYHWKHVDPH³RSWLRQ´WRUHIXVHWRFRPSO\ ZLWKDYDFFLQDWLRQ
UHTXLUHPHQWDVRWKHUPHPEHUVRIWKHSXEOLF
$V QRWHG DERYH LW GRHV DSSHDU WKDW FHUWDLQ PHPEHUV RI &RQJUHVV
WKRXJKWWKDWVHFWLRQDFRQFHUQHGDSURKLELWLRQDJDLQVWUHTXLULQJ
VHUYLFHPHPEHUVWRWDNHDQ(8$SURGXFW²SHUKDSVRQWKHYLHZWKDWWKH
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ZDLYHU DXWKRULW\ LQ VHFWLRQ D SDUDOOHOHG WKH RQH LQ  86&
 I ZKLFKGRHVHIIHFWLYHO\SURKLELWWKHDGPLQLVWUDWLRQRIDQ,1'
SURGXFWLQDFOLQLFDOWULDOZLWKRXWILUVWREWDLQLQJWKHLQGLYLGXDO¶VDIILUPD
WLYHLQIRUPHGFRQVHQW6HHVXSUDQRWH GLVWLQJXLVKLQJWKHVHZDLYHU
DXWKRULWLHV   $V H[SODLQHG KRZHYHU WKDW LQWHQW RU H[SHFWDWLRQ LV QRW
UHDOL]HGLQWKHWH[WRIVHFWLRQ H  $ LL ,,, ZKLFKVHFWLRQD
H[SUHVVO\FURVVUHIHUHQFHV&I6WHLQOHY&LW\ &W\RI6DQ)UDQFLVFR
)GQ WK&LU  ³>7@KHSODLQDQGXQDPELJXRXV
VWDWXWRU\WH[WVLPSO\GRHVQRWDFFRPSOLVKZKDWWKH&RQIHUHQFH5HSRUW
VD\VLWZDVGHVLJQHGWRDFFRPSOLVK´ *ROGULQJY'LVWRI&ROXPELD
)G '&&LU  ³$VHQWHQFHLQDFRQIHUHQFHUHSRUWFDQQRW
UHZULWHXQDPELJXRXVVWDWXWRU\WH[W>@´  :HWKHUHIRUHFRQFOXGHWKDW
VHFWLRQDGRHVQRWFKDQJHRXULQWHUSUHWDWLRQRIVHFWLRQRIWKH
)'&$
$VIRU'2'¶VFRQFHUQDERXWVHUYLFHPHPEHUVZKRZRXOGODFNDPHDQ
LQJIXORSWLRQWRUHIXVH(8$SURGXFWVEHFDXVHRIWKHSURVSHFWRIVDQFWLRQ
LQFOXGLQJSRVVLEO\SURVHFXWLRQZHQRWHWKDWDQ\GLIIHUHQFHEHWZHHQRXU
YLHZDQGWKHDVVXPSWLRQUHIOHFWHGLQWKHFRQIHUHQFHUHSRUWVKRXOGKDYH
OLPLWHGSUDFWLFDOVLJQLILFDQFH*LYHQWKDW)'$KDVLPSRVHGWKH³RSWLRQWR
DFFHSW RU UHIXVH´ FRQGLWLRQ IRU WKH &29,' YDFFLQHV E\ UHTXLULQJ



,WLVSRVVLEOHWKHFRQIHUHHVDVVXPHGWKDWWKHQHZ(8$OHJLVODWLRQZRXOGLQHIIHFW
FDUU\RYHUIURPWKHHDUOLHU,1'SURYLVLRQRIWKH)'&$VHHVXSUD3DUW,$DQGQRWH
WKHFRQGLWLRQWKDWDFRYHUHGSURGXFWPD\QRWEHDGPLQLVWHUHGWRDQLQGLYLGXDOZLWKRXWWKDW
SHUVRQ¶V H[SUHVV LQIRUPHG FRQVHQW²D FRQGLWLRQ WKDW DSSOLHV WR WKH PLOLWDU\ ZKHQ LW
XQGHUWDNHVWKHVRUWRIFOLQLFDOWULDOZLWKDQ,1'WKDW86& L JRYHUQVVHHVXSUD
QRWH&RQJUHVVGLGQRWLQFOXGHVXFKDFRQVHQWUHTXLUHPHQWLQVHFWLRQKRZHYHU
SHUKDSVEHFDXVH(8$SURGXFWVDUHQRWOLPLWHGDV,1'VDUHWRXVHLQKXPDQFOLQLFDO
WULDOVEXWDUHLQVWHDGDXWKRUL]HGIRUPRUHZLGHVSUHDGXVHLQWKHFDVHRIDGHFODUHGHPHU
JHQF\6HHVXSUD3DUW,$DQGQRWHV 
0RUHRYHUWKHOHJLVODWLYHKLVWRU\DVDZKROHLVQRWXQLIRUPRQWKLVSRLQW7KHHDUOLHU
+RXVHUHSRUWIRULQVWDQFHGHVFULEHGWKHFRQGLWLRQLQSXUHO\LQIRUPDWLRQDOWHUPV6HH
+55HS1RSWDW   ³1HZVHFWLRQ N >DQHDUOLHUEXWVLPLODUO\
ZRUGHGYHUVLRQRIZKDWEHFDPH86&D@SHUWDLQVWRPHPEHUVRIWKH$UPHG
)RUFHVDQGDPRQJRWKHUWKLQJVLWVSHFLILHVWKDWWKH3UHVLGHQWPD\ZDLYHUHTXLUHPHQWV
GHVLJQHG WR HQVXUH WKDW VXFK PHPEHUV DUH LQIRUPHG RI WKH RSWLRQ WR DFFHSW RU UHIXVH
DGPLQLVWUDWLRQRIDQHPHUJHQF\XVHSURGXFWXSRQFHUWDLQILQGLQJV>@´ HPSKDVLVDGGHG 
VHHDOVR0LOQHUY'HS¶WRIWKH1DY\86   QRWLQJWKDW³>O@HJLVODWLYH
KLVWRU\IRUWKRVHZKRWDNHLWLQWRDFFRXQWLVPHDQWWRFOHDUXSDPELJXLW\QRWFUHDWHLW´
DQGWKXV³>Z@KHQSUHVHQWHGRQWKHRQHKDQGZLWKFOHDUVWDWXWRU\ODQJXDJHDQGRQWKH
RWKHUZLWKGXHOLQJFRPPLWWHHUHSRUWVZHPXVWFKRRVHWKHODQJXDJH´ 
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GLVWULEXWLRQRILWV)DFW6KHHWFRQWDLQLQJWKH³>L@WLV\RXUFKRLFHWRUHFHLYH
RUQRWUHFHLYH´ODQJXDJH'2'LVUHTXLUHGWRSURYLGHVHUYLFHPHPEHUV
ZLWKWKHVSHFLILHGQRWLILFDWLRQXQOHVVWKH3UHVLGHQWZDLYHVWKHFRQGLWLRQ
SXUVXDQWWR86&D$QGEHFDXVH'2'KDVLQIRUPHGXVWKDWLW
XQGHUVWDQGDEO\GRHVQRWZDQWWRFRQYH\LQDFFXUDWHRUFRQIXVLQJLQIRU
PDWLRQWRVHUYLFHPHPEHUV²WKDWLVWHOOLQJWKHPWKDWWKH\KDYHWKH³RS
WLRQ´WRUHIXVHWKH&29,' YDFFLQHLIWKH\HIIHFWLYHO\ODFNVXFKDQ
RSWLRQ EHFDXVH RI D PLOLWDU\ RUGHU²'2' VKRXOG VHHN D SUHVLGHQWLDO
ZDLYHUEHIRUHLWLPSRVHVDYDFFLQDWLRQUHTXLUHPHQW
III.
)RUWKHUHDVRQVVHWIRUWKDERYHZHFRQFOXGHWKDWVHFWLRQRIWKH
)'&$GRHVQRWSURKLELWSXEOLFRUSULYDWHHQWLWLHVIURPLPSRVLQJYDFFLQD
WLRQUHTXLUHPHQWVHYHQZKHQWKHRQO\YDFFLQHVDYDLODEOHDUHWKRVHDX
WKRUL]HGXQGHU(8$V




'$:1-2+16(1
$FWLQJ$VVLVWDQW$WWRUQH\*HQHUDO
2IILFHRI/HJDO&RXQVHO
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3RLQWVWRFRQVLGHUIRUPDQXIDFWXUHUVRI&29,'YDFFLQHV

9HUVLRQ 1RYHPEHU

9DFFLQHDQG,PPXQL]DWLRQ'HYLFHV$VVHVVPHQW7HDP 9$;
3UHTXDOLILFDWLRQ8QLW 347
5HJXODWLRQDQG3UHTXDOLILFDWLRQ'HSDUWPHQW 534 
$FFHVVWR0HGLFLQH DQG+HDOWK3URGXFWV 0+3
:RUOG+HDOWK2UJDQL]DWLRQ*HQHYD 6ZLW]HUODQG
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1. EXECUTIVE SUMMARY
7KLVGRFXPHQWSURYLGHVDGYLFHWRPDQXIDFWXUHUVRQERWKWKHSURFHVVDQGWKHFULWHULDWKDWZLOOEH
XVHG E\ WKH :RUOG +HDOWK 2UJDQL]DWLRQ :+2  WR HYDOXDWH &29,' YDFFLQHV WKDW DUH
VXEPLWWHG HLWKHU IRU SUHTXDOLILFDWLRQ 34  RU IRU (PHUJHQF\ 8VH /LVWLQJ (8/  7KH FXUUHQW
VWDWXVRIGHYHORSPHQWRIDFDQGLGDWH&RYLGYDFFLQHWKHH[WHQWRIWKHDYDLODEOHTXDOLW\VDIHW\
DQG HIILFDF\ GDWD DQG UHJXODWRU\ DSSURYDOV E\ 1DWLRQDO 5HJXODWRU\ $XWKRULWLHV 15$V  RI
UHFRUGZLOOJXLGH:+2¶VGHFLVLRQRQZKLFKSDWKZD\ 34RU(8/ WRIROORZIRUHDFKYDFFLQH

7KHGRFXPHQWVKRXOGQRWEHUHDGDVDVWDQGDORQHGRFXPHQWRWKHUUHOHYDQWGRFXPHQWVDVFLWHG
PXVWDOVREHFRQVXOWHG

2QO\YDFFLQHVWKDWKDYHXQGHUJRQHSKDVH,,ERUSKDVH,,,VWXGLHVDQGKDYHEHHQVXEPLWWHGWRWKH
15$RIUHFRUGVKRXOGEHVXEPLWWHGIRUFRQVLGHUDWLRQ :+2PD\UHYLHZUROOLQJVXEPLVVLRQ
KRZHYHUDGHFLVLRQRQOLVWLQJZLOOQRWEHPDGHXQWLOWKH15$RIUHFRUGKDVDSSURYHGDXWKRUL]HG
WKHYDFFLQH

$V WKH GDWD DW WKH PRPHQW RI VXEPLVVLRQ ZLOO QRW EH FRPSOHWH LH FOLQLFDO WULDOV ZLOO EH
RQJRLQJ WKLVGRFXPHQWRXWOLQHVZKDWLQIRUPDWLRQQHHGVWREHSURYLGHGLQWKHGRVVLHU UROOLQJ
VXEPLVVLRQVDQGFRPSOHWHGRVVLHU IRU:+2WRUHYLHZDQGIRUPXODWHDGHFLVLRQRQOLVWLQJ

7KHGRVVLHUVKRXOGIROORZWKHIRUPDWRIWKH,QWHUQDWLRQDO&RXQFLOIRU+DUPRQLVDWLRQRI7HFKQLFDO
5HTXLUHPHQWVIRU3KDUPDFHXWLFDOVIRU+XPDQ8VH&RPPRQ7HFKQLFDO'RFXPHQW ,&+&7' 
DVLQGLFDWHGLQWKH(8/DQG34SURFHGXUHV7KLVPHDQVWKDW0RGXOHVWRVKRXOGLQFOXGHWKH
VDPHLWHPVDOWKRXJKQRWDOORIWKHLQIRUPDWLRQPD\EHDYDLODEOHDWWKHWLPHRIVXEPLVVLRQ,Q
WKH &7' GRVVLHU WKH DSSOLFDQW VKRXOG LQGLFDWH LQ WKH VHFWLRQV IRU ZKLFK QR LQIRUPDWLRQ LV
DYDLODEOH DW WKH WLPH RI WKH LQLWLDO VXEPLVVLRQ ³GDWD RU LQIRUPDWLRQ QRW DYDLODEOH´ ³VWXG\
RQJRLQJ´RU³QRWDSSOLFDEOH´DVWKHFDVHPD\EH$GHTXDWHMXVWLILFDWLRQPXVWEH SURYLGHGIRU
DQ\XQDYDLODEOHGDWDDQGDSODQPXVWEHSUHVHQWHGWRDGGUHVVWKHGDWDJDSVZKHQDSSOLFDEOH
7KLVGRFXPHQWSURYLGHVDJXLGDQFHRQWKHOHYHORIH[SHFWHGFRPSOHWHQHVVRILQIRUPDWLRQWDNLQJ
LQWRFRQVLGHUDWLRQWKDWWKHGHYHORSPHQWLVVWLOORQJRLQJDQGWKHFULWHULDWKDWZLOOEHXVHGWRDVVHVV
FOLQLFDOWULDOGHVLJQHQGSRLQWVVWDWLVWLFDOFULWHULDDVZHOODVPDQXIDFWXULQJTXDOLW\FRQWURODQG
QRQFOLQLFDO GDWD WR DGGUHVV WKH SRWHQWLDO IRU YDFFLQHDVVRFLDWHG HQKDQFHG GLVHDVH 3RVW
DXWKRUL]DWLRQ FRPPLWPHQWV ZLOO EH SDUW RI WKH OLVWLQJ FRQGLWLRQV GHSHQGLQJ RQ H[LVWLQJ
LQIRUPDWLRQDQGDEHQHILWULVNDVVHVVPHQW

1

See Technical Report Series 1003 and 1010 for definition of types of NRAs
NRA of record is the NRA that first approved the vaccine and is responsible for the oversight of such vaccine
3
https://www.ich.org/page/ctd
2
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:+2 KDV SXEOLVKHG D FDOO IRU ([SUHVVLRQ RI ,QWHUHVW IRU WKRVH PDQXIDFWXUHUV ZLWK YDFFLQH
FDQGLGDWHVLQ DGYDQFHGVWDJHVRIGHYHORSPHQW 3KDVH ,,E,,, WKDW H[SHFW WR KDYH WKHYDFFLQH
DSSURYHG E\ WKHLU 15$ RI UHFRUG ZLWKLQ WKH QH[W VL[ PRQWKV 7KRVH SURGXFWV WKDW PHHW WKH
FULWHULDVHWLQWKLVGRFXPHQWZLOOEHFRQVLGHUHGIRUVXEPLVVLRQDIWHUDSUHVXEPLVVLRQPHHWLQJWR
GLVFXVVVSHFLILFLVVXHVUHODWHGWRDYDLODEOHGDWDHVWLPDWHGWLPHOLQHVIRUVXEPLVVLRQRIQHZGDWD
VXEPLVVLRQVWR15$RIUHFRUGDQGWLPHOLQHVIRUWKHLUDSSURYDODXWKRUL]DWLRQ

2. INTRODUCTION

7KH8QLWHG1DWLRQV&KLOGUHQ V)XQG 81,&() DQGRWKHU8QLWHG1DWLRQV 81 DJHQFLHVWDNH
LQWR FRQVLGHUDWLRQ DGYLFH SURYLGHG E\ WKH :RUOG +HDOWK 2UJDQL]DWLRQ :+2  WKURXJK LWV
'HSDUWPHQW RI 5HJXODWLRQ DQG 3UHTXDOLILFDWLRQ 534  RQ WKH DFFHSWDELOLW\ LQ SULQFLSOH RI
YDFFLQHVFRQVLGHUHGIRU SXUFKDVHE\VXFKDJHQFLHVWKLVLVNQRZQDVYDFFLQHSUHTXDOLILFDWLRQ
34 ,QDGGLWLRQ:+2KDVGHYHORSHGDWLPHOLPLWHG(PHUJHQF\8VH/LVWLQJ3URFHGXUH (8/ 
WRH[SHGLWHWKHDYDLODELOLW\RIPHGLFDOSURGXFWVQHHGHGLQSXEOLFKHDOWKHPHUJHQF\VLWXDWLRQVWR
DVVLVWLQWHUHVWHG81SURFXUHPHQWDJHQFLHVDQG0HPEHU6WDWHVRQWKHDFFHSWDELOLW\IRUXVHRI
VSHFLILF SURGXFWV LQ WKH FRQWH[W RI D SXEOLF KHDOWK HPHUJHQF\ EDVHG RQ DQ HVVHQWLDO VHW RI
DYDLODEOH TXDOLW\ VDIHW\ DQG HIILFDF\LPPXQRJHQLFLW\SHUIRUPDQFH GDWD %RWK SURFHGXUHV
LQFOXGHIRUHDFKSURGXFWWKHHYDOXDWLRQRIGDWDVXEPLWWHGFRQWDLQHGLQWKH&7'IRUPDW

7KH(8/LVQRWHTXLYDOHQWRUDQDOWHUQDWLYHWR:+2SUHTXDOLILFDWLRQDQGVKRXOGQRWEHWKRXJKW
RI DV VXFK 7KH (8/ LV D VSHFLDO SURFHGXUH IRU XQOLFHQVHG YDFFLQHV PHGLFLQHV DQG LQ YLWUR
GLDJQRVWLFVLQWKHHYHQWRID3XEOLF+HDOWK(PHUJHQF\ 3+( ZKHQWKHFRPPXQLW\SXEOLFKHDOWK
DXWKRULWLHVPD\EHZLOOLQJWRWROHUDWHOHVVFHUWDLQW\DERXWWKHHIILFDF\DQGVDIHW\RISURGXFWV
JLYHQ WKH PRUELGLW\ DQGRU PRUWDOLW\ RI WKH GLVHDVH DQG WKH ODFN RU SDXFLW\ RI WUHDWPHQW
GLDJQRVLVGHWHFWLRQRUSUHYHQWLRQRSWLRQV7KHSURFHGXUHLQWHQGVWRSURYLGHDWLPHOLPLWHGOLVWLQJ
IRUXQOLFHQVHGSURGXFWVLQDQHPHUJHQF\FRQWH[WZKHQOLPLWHGGDWDDUHDYDLODEOHDQGWKHSURGXFWV
DUHQRW\HWUHDG\IRUDSSOLFDWLRQIRUSUHTXDOLILFDWLRQ$VSDUWRIWKH(8/WKHPDQXIDFWXUHULV
H[SHFWHG WR FRPSOHWH WKH GHYHORSPHQW RI WKH SURGXFW DQG VXEPLW IRU OLFHQVXUH DQG :+2
SUHTXDOLILFDWLRQ

7KH UHYLHZ RI WKH TXDOLW\ VDIHW\ DQG HIILFDF\LPPXQRJHQLFLW\ GDWD LV SHUIRUPHG E\ :+2
H[SHUWV7KHLUUHFRPPHQGDWLRQVDUHWDNHQLQWRDFFRXQWE\:+2LQWKHGHFLVLRQPDNLQJSURFHVV
IRUSUHTXDOLILFDWLRQRU(8/RIHDFKLQGLYLGXDOSURGXFW

7KH:+2HYDOXDWLRQRIYDFFLQHVHLWKHUIRU(8/RU34FRQVLGHUVWKHVXLWDELOLW\IRUXVHLQ/RZ
DQG0LGGOH,QFRPH&RXQWULHV /0,&V ,QWKHUHYLHZV:+2IRFXVHVRQLQIRUPDWLRQWKDWPD\
4

https://www.who.int/teams/regulation-prequalification/eul/eul-vaccines
https://www.who.int/immunization_standards/vaccine_quality/EUL/en/
6
https://www.who.int/immunization_standards/vaccine_quality/pq_revision2010/en/
5
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QRWEHSDUWRIWKH15$DSSURYDOSURFHVVDOWKRXJKLQSUDFWLFHWKH\DOVRGRDWOHDVWDYHULILFDWLRQ
RI ZKDW LV H[SHFWHG WR KDYH EHHQ HYDOXDWHG E\ WKH 15$ $Q\ YDFFLQH VXEPLWWHG IRU :+2
DVVHVVPHQWWKURXJKWKH(8/RU34SURFHGXUHVKRXOGKDYHEHHQVXEPLWWHGWRWKH15$RIUHFRUG
IRU HPHUJHQF\ XVH DSSURYDO RU HTXLYDOHQW RU VWDQGDUG OLFHQVXUHPDUNHWLQJ DXWKRUL]DWLRQ 
+RZHYHUPDQXIDFWXUHUVPD\VXEPLWGDWDSDFNDJHV UROOLQJVXEPLVVLRQVIRUQRQFOLQLFDO&0&
FOLQLFDO WR:+2ZKHQWKH\VXEPLWWRWKHLU15$RIUHFRUGWRDGYDQFHWKHUHYLHZ

7KHJHQHUDOSULQFLSOHVGHVFULEHGLQWKH:+2*XLGHOLQHVEHORZDSSO\WRDOO&RYLGYDFFLQHV
DQGVKRXOGEHIROORZHG
 ³3URFHGXUHIRUDVVHVVLQJWKHDFFHSWDELOLW\LQSULQFLSOHRIYDFFLQHVIRUSXUFKDVHE\
8QLWHG1DWLRQVDJHQFLHV´:+27HFKQLFDO5HSRUW6HULHV$QQH[
 :+2(8/GRFXPHQW
 ³*XLGHOLQHVRQFOLQLFDOHYDOXDWLRQRIYDFFLQHVUHJXODWRU\H[SHFWDWLRQV´:+2
7HFKQLFDO5HSRUW6HULHV$QQH[
 &29$;6$*(&RPSHQGLXPRI&RYLGYDFFLQHUHVHDUFKTXHVWLRQV
 ³*XLGHOLQHVIRUDVVXULQJWKHTXDOLW\VDIHW\DQGHIILFDF\RISODVPLG'1$
YDFFLQHV´DGRSWHGE\WKH6HYHQW\ILUVW0HHWLQJRIWKH:RUOG+HDOWK2UJDQL]DWLRQ
([SHUW&RPPLWWHHRQ%LRORJLFDO6WDQGDUGL]DWLRQ±$XJXVW 11
 ³3RLQWVWR&RQVLGHUIRUDVVXULQJWKHTXDOLW\VDIHW\DQGHIILFDF\RI51$
YDFFLQHV´12 FXUUHQWO\XQGHUGHYHORSPHQW 
 :+2JXLGHOLQHVRQQRQFOLQLFDOHYDOXDWLRQRIYDFFLQHV756$QQH[ 
 *XLGHOLQHVRQWKHQRQFOLQLFDOHYDOXDWLRQRIYDFFLQHDGMXYDQWVDQGDGMXYDQWHG
YDFFLQHV756$QQH[


7

http://www.who.int/immunization_standards/vaccine_quality/TRS_978_61st_report_Annex_6_PQ_vaccine_procedure.pdf?ua=1
https://www.who.int/medicines/publications/EULprocedure.pdf?ua=1
9 http://www.who.int/biologicals/expert_committee/WHO_TRS_1004_web_Annex_9.pdf
10 https://www.who.int/docs/default-source/immunization/sage/2020/october/sage-wg-critical-questions-covid19vaccine.pdf?Status=Temp&sfvrsn=6a98fce2_6&ua=1
11 https://www.who.int/publications/m/item/DNA-post-ECBS-1-sept-2020
12 Currently under development and to be published at https://www.who.int/biologicals
13
https://www.who.int/publications/m/item/WHO-ECBS-aug-2020-executive_summary
8

14

https://www.who.int/biologicals/publications/trs/areas/vaccines/nonclinical_evaluation/ANNEX%201Nonclinical.P31-63.pdf?ua=1

15

https://www.who.int/biologicals/areas/vaccines/TRS_987_Annex2.pdf?ua=1
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 5HFRPPHQGDWLRQVIRUWKH(YDOXDWLRQRI$QLPDO&HOO&XOWXUHVDV6XEVWUDWHVIRUWKH
0DQXIDFWXUHRI%LRORJLFDO0HGLFLQDO3URGXFWVDQGIRUWKH&KDUDFWHUL]DWLRQRI&HOO
EDQNV756$QQH[ 
:+2JRRGPDQXIDFWXULQJSUDFWLFHVIRUELRORJLFDOSURGXFWV756$QQH[
%DVHGRQWKHFXUUHQWVWDWXVRIGHYHORSPHQWRI&RYLGYDFFLQHVFDQGLGDWHWKHH[WHQWRIWKH
DYDLODEOHTXDOLW\VDIHW\DQGHIILFDF\GDWDDQGUHJXODWRU\DSSURYDOVE\UHOHYDQW15$V:+2
VKDOOIROORZHLWKHU(8/SURFHVVRU3UHTXDOLILFDWLRQ2QFHDSURGXFWKDVEHHQOLVWHGXQGHUWKH
(8/ SURFHGXUH WKH GHYHORSPHQW RI WKH SURGXFW PXVW FRQWLQXH WR FRPSOHWLRQ IRU PDUNHWLQJ
DXWKRUL]DWLRQDQGEHVXEPLWWHGWR:+2IRUSUHTXDOLILFDWLRQ

7KH GHFLVLRQ IRU OLVWLQJ ZLOO EH EDVHG RQ D ULVNEHQHILW DVVHVVPHQW RI H[LVWLQJ HYLGHQFH RI
TXDOLW\VDIHW\DQGHIILFDF\DQGZLOOLQFOXGHDVHWRISRVWOLVWLQJFRPPLWPHQWV


3. SUBMISSION AND REVIEW PROCESS
3.1.GENERAL
 )RUPDWDQGFRQWHQWRIDQDSSOLFDWLRQ
7KH IRUPDW RI WKH DSSOLFDWLRQ VKRXOG IROORZ WKH ,&+ &7' IRUPDW 5HIHU WR ³9DFFLQH
3UHTXDOLILFDWLRQ'RVVLHU´

 6FUHHQLQJRIDSSOLFDWLRQV
7KH &7' RI D YDFFLQH VXEPLWWHG IRU HYDOXDWLRQ LV H[SHFWHG WR KDYH DGHTXDWH LQIRUPDWLRQ WR
VXSSRUWWKHTXDOLW\HIILFDF\LPPXQRJHQLFLW\DQGVDIHW\RIWKDWSURGXFWDQGHYLGHQFHWKDWVXFK
LQIRUPDWLRQ LV VXSSRUWLYH IRU D ZLGH XVH RI WKH YDFFLQH LI OLVWHG WKURXJK WKH (8/ RU 34
SURFHGXUHV

4XHULHVPD\EHVHQWWRWKHDSSOLFDQWDWWKLVVWDJHDQGWKHDFFHSWDQFHRIWKHDSSOLFDWLRQIRUUHYLHZ
ZLOOEHFRQGLWLRQDOWRVDWLVIDFWRU\DQVZHUV5ROOLQJUHYLHZRIVXEPLVVLRQVPD\EHDFFHSWDEOH
6HHVSHFLILFGDWDUHTXLUHPHQWVEHORZ

16

https://www.who.int/biologicals/vaccines/TRS_978_Annex_3.pdf

17

https://www.who.int/biologicals/expert_committee/WHO_TRS_999_FINAL.pdf?ua=1

18

http://www.who.int/immunization_standards/vaccine_quality/VaccinePQ-dossier_Dec2017.pdf?ua=1
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3.2.ADDITIONAL NON-CLINICAL INFORMATION
7KH&7'UHTXLUHVWKHSUHVHQWDWLRQRIDVXPPDU\WDEOHRIQRQFOLQLFDOVWXGLHVWKDWZRXOGKDYH
EHHQDVVHVVHGE\WKH15$RIUHIHUHQFH$GGLWLRQDOLQIRUPDWLRQRQQRQFOLQLFDOVWXGLHVFDQEH
UHTXHVWHGE\WKHFOLQLFDOUHYLHZHUVZKHQHYHUQHFHVVDU\DQGLIWKLVLVDQWLFLSDWHGE\WKHDSSOLFDQW
VXFKLQIRUPDWLRQPD\EHLQFOXGHGLQWKHDSSOLFDWLRQ,IQRYHODGMXYDQWVDUHXVHGUHOHYDQWQRQ
FOLQLFDOGDWDDVUHFRPPHQGHGLQWKH:+2JXLGHOLQHVRQWKHQRQFOLQLFDOHYDOXDWLRQRIYDFFLQH
DGMXYDQWVPXVWEHVXEPLWWHG

'DWDIURP VWXGLHV LQ DQLPDOPRGHOV RIFHUWDLQ YDFFLQHFRQVWUXFWV DJDLQVWRWKHUFRURQDYLUXVHV
6$56&R9DQG0(56&R9 KDYHUDLVHGFRQFHUQVRIDWKHRUHWLFDOULVNIRU&29,'YDFFLQH
HQKDQFHGGLVHDVH 9(' &XUUHQWNQRZOHGJHDQGXQGHUVWDQGLQJRIWKHSRWHQWLDOULVNRI&29,'
 YDFFLQHHQKDQFHG GLVHDVH 9('  LV OLPLWHG DV LV XQGHUVWDQGLQJ RI WKH YDOXH RI DYDLODEOH
DQLPDOPRGHOVLQSUHGLFWLQJWKHOLNHOLKRRGRIVXFKRFFXUUHQFHLQKXPDQV1HYHUWKHOHVVVWXGLHV
LQDQLPDOPRGHOV HJURGHQWVRUDQGQRQKXPDQSULPDWHV DUHFRQVLGHUHGLPSRUWDQWWRDGGUHVV
WKHSRWHQWLDOIRUYDFFLQHHQKDQFHGGLVHDVH 9(' %LR,PPXQRORJLFDOPDUNHUVWREHHYDOXDWHG
VKRXOGLQFOXGHUHODWLYHOHYHOVRIQHXWUDOL]LQJYVQRQQHXWUDOL]LQJDQWLERGLHVDQWLERG\DIILQLW\
7FHOOUHVSRQVHSURILOH 7K7K FKDUDFWHUL]DWLRQRIOXQJKLVWRSDWKRORJ\DQGRWKHUSRWHQWLDO
FRPSOLFDWLRQV

6WXGLHVVKRXOGLQFOXGHDQHYDOXDWLRQRIKXPRUDOFHOOXODUDQGIXQFWLRQDOLPPXQHUHVSRQVHVDV
DSSURSULDWH WR HDFK RI WKH LQFOXGHG &29,' DQWLJHQV ZLWK FRQVLGHUDWLRQ RI WKH DGMXYDQW
HIIHFW 8VH RI LVRW\SHVSHFLILF HQ]\PH OLQNHG LPPXQRVRUEHQW DVVD\V (/,6$  VKRXOG EH
FRQVLGHUHGWRFKDUDFWHUL]HWKHKXPRUDOUHVSRQVH(YDOXDWLRQRIFHOOXODUUHVSRQVHVVKRXOGLQFOXGH
WKHH[DPLQDWLRQRI&'DQG&'7FHOOUHVSRQVHVXVLQJVHQVLWLYHDQGVSHFLILFDVVD\V7KH
IXQFWLRQDO DFWLYLW\RILPPXQHUHVSRQVHV VKRXOG EHHYDOXDWHGLQYLWURLQ QHXWUDOL]DWLRQDVVD\V
XVLQJ HLWKHU ZLOGW\SH YLUXV RU SVHXGRYLUXV PLFURQHXWUDOL]DWLRQ $VVD\V IRU YDFFLQHV ZLWK
PXOWLSOHFRPSRQHQWVRUDGMXYDQWVVKRXOGEHPHDVXUHGZLWKHLWKHUDPXOWLSOH[DVVD\RUVHSDUDWH
VLQJOH DVVD\V 7KH DVVD\V XVHG IRU LPPXQRJHQLFLW\ HYDOXDWLRQ VKRXOG EH YDOLGDWHG IRU WKHLU
LQWHQGHGSXUSRVHDQGFDOLEUDWHGDJDLQVW:+2LQWHUQDWLRQDOVWDQGDUGVZKHUHDYDLODEOH

'HWDLOHG:+2JXLGHOLQHVRQWKHGHVLJQFRQGXFWDQDO\VLVDQGHYDOXDWLRQRIQRQFOLQLFDOVWXGLHV
RIYDFFLQHVDUHDYDLODEOHLQ:+2756


19
20

ttps://www.who.int/biologicals/areas/vaccines/ADJUVANTS_Post_ECBS_edited_clean_Guidelines_NCE_Adjuvant_Final_17122013_WEB.pdf

Vaccine 2020, Lambert et al.doi: 10.1016/j.vaccine.2020.05.064
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3.3.CLINICAL ASSESSMENT
&OLQLFDOGHYHORSPHQWSURJUDPPH
7KH DSSOLFDQW VKRXOG SURYLGH LQ WKH &7' D WDEXODWHG VXPPDU\ RI WKH FOLQLFDO GHYHORSPHQW
SURJUDPPH LQ RQH RU PRUH WDEOHV

 5HTXLUHPHQWIRUWKHSURWRFROVRIFOLQLFDOWULDOVWKDWVXSSRUWDSSOLFDWLRQ
7KHDSSOLFDQWPXVWSURYLGHWKH(QJOLVKYHUVLRQRIWKHSURWRFROVRIWKHFOLQLFDOWULDOVVXSSRUWLQJ
WKH DSSOLFDWLRQ 7KH SURWRFROV VKRXOG EH WKH ILQDO DSSURYHG YHUVLRQV LQFRUSRUDWLQJ DOO
DPHQGPHQWV

 (YLGHQFHRI(WKLFV&RPPLWWHHDSSURYDORIFOLQLFDOWULDOV
(YLGHQFH RI DSSURYDO RI WKH FOLQLFDO WULDOV E\ FRPSHWHQW (WKLFV &RPPLWWHHV DV ZHOO DV
LQIRUPDWLRQDERXWWKHLUFRQWDFWGHWDLOVDUHH[SHFWHGWREHLQFOXGHGLQWKH&7'

 (YLGHQFHIRU*RRG&OLQLFDO3UDFWLFHV *&3 FRQGXFWRIHDFKWULDO
,QWKHDEVHQFHRIDFHUWLILFDWHRI*&3FRPSOLDQFHIURPWKHUHVSRQVLEOH15$DSSOLFDQWVVKRXOG
SURYLGH HYLGHQFH RI *&3 FRPSOLDQFH IRU HDFK WULDO 7KLV PLJKW LQFOXGH HYLGHQFH RI WKH
LQGHSHQGHQWPRQLWRULQJRIWKHWULDOFRQGXFWDXGLWVE\WKHVSRQVRUDYDLODEOH15$LQVSHFWLRQ
UHSRUWVRU'DWDDQG6DIHW\0RQLWRULQJ %RDUG '60% UHSRUWV0DQXIDFWXUHUVVKRXOGFRQVXOW
:+2*XLGHOLQHVIRUJRRGFOLQLFDOSUDFWLFH *&3 IRUWULDOVRQSKDUPDFHXWLFDOSURGXFWVVKRXOG
EHFRQVXOWHG 756$QQH[ 

 (YLGHQFHIRUUHJLVWUDWLRQRIHDFKFOLQLFDOWULDO
(DFK FOLQLFDO WULDOWKDWVXSSRUWV DQ DSSOLFDWLRQPXVW KDYHEHHQUHJLVWHUHGLQ DUHJLVWU\WKDW LV
LQFOXGHGLQWKH:+2,QWHUQDWLRQDO&OLQLFDO7ULDOV5HJLVWU\SODWIRUP7KHQDPHRIWKHUHJLVWU\
DQGWKHUHJLVWU\QXPEHUPXVWEHSURYLGHG,IWKLVLVQRWSRVVLEOHWKHUHDVRQ V VKRXOGEHSURYLGHG

 &OLQLFDOWULDOGHVLJQ
3KDVH,,%,,,HIILFDF\WULDOVVKRXOGEHUDQGRPL]HGEOLQGHGDQGSODFHERFRQWUROOHGRUDFWLYH
FRQWUROOHG ZKHQ D VDIH DQG HIIHFWLYH &29,' YDFFLQH LV DYDLODEOH 
$QLQGLYLGXDOO\UDQGRPL]HGFRQWUROOHGWULDOZLWKRUUDQGRPL]DWLRQEHWZHHQYDFFLQHDQG
SODFHER JURXSVLV XVXDOO\ WKHPRVWHIILFLHQW VWXG\ GHVLJQIRUGHPRQVWUDWLQJYDFFLQHHIILFDF\
21

FDA Development and Licensure of Vaccines to Prevent COVID-19; Guidance for Industry June 2020.

22

Guidelines on clinical evaluation of vaccines: regulatory expectations”, WHO Technical Report Series 1004, Annex 9, 2017
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2WKHU W\SHV RI UDQGRPL]DWLRQ VXFK DV FOXVWHU UDQGRPL]DWLRQ PD\ EH DFFHSWDEOH LI WKHUH LV
HYLGHQFHWKDWSRWHQWLDOELDVHVKDYHEHHQDYRLGHG

3URWRFROV IRU ODWH VWDJH SKDVH ,,E,,,  WULDOV LQFOXGLQJ DGDSWLYH WULDOV  VKRXOG LQFOXGH SUH
VSHFLILHG FULWHULD IRU FULWLFDO GHFLVLRQV 3URWRFROV IRU HDUO\ VWDJH WULDOV SKDVH ,,,D  VKRXOG EH
GHVLJQHG WR FKDUDFWHUL]H RSWLPDO YDFFLQH IRUPXODWLRQV GRVHV DQG UHJLPHQV HIILFLHQWO\ DQG
VDIHO\)UHTXHQWLQWHUDFWLRQVZLWK15$VPD\EHQHHGHGWRJXLGHGHFLVLRQPDNLQJLQDGDSWLYHRU
VHDPOHVVWULDOVLQWKHLUHDUO\VWDJHV

)ROORZXS RI VWXG\ SDUWLFLSDQWV IRU &29,' RXWFRPHV HVSHFLDOO\ VHYHUH &29,'
PDQLIHVWDWLRQV VKRXOGFRQWLQXHDVORQJDVIHDVLEOHDQGLGHDOO\DWOHDVWRQHWRWZR\HDUV7KLVLV
WR DOORZ IRU DQ DGHTXDWH DVVHVVPHQW RQ WKH GXUDWLRQ RI SURWHFWLRQ DQG SRWHQWLDO IRU YDFFLQH
DVVRFLDWHG(QKDQFHG'LVHDVH 9$(' DVLPPXQHUHVSRQVHVWRWKHYDFFLQHZDQH

(IILFDF\WULDOVVKRXOGLQFOXGHFRQWLQJHQF\SODQVIRUFRQWLQXHGIROORZXSDQGDQDO\VLVRIVDIHW\
DQGHIIHFWLYHQHVVRXWFRPHVLQWKHHYHQWWKDWDVDIHDQGHIIHFWLYHYDFFLQHEHFRPHVDYDLODEOHDQG
WKHVWXG\LVVWRSSHG HJDVGHPRQVWUDWHGLQDSODQQHGLQWHULPDQDO\VLVRUDVGHPRQVWUDWHGLQ
DQRWKHUFOLQLFDOWULDO ,QWKDWFDVHGLVFXVVLRQZLWKWKH15$PD\EHQHFHVVDU\WRDGGUHVVHWKLFDO
LVVXHRIEUHDNLQJWKHEOLQGDQGRIIHULQJYDFFLQHWRSODFHERUHFLSLHQWV

$ 'DWD DQG 6DIHW\ 0RQLWRULQJ %RDUG VKRXOG EH HVWDEOLVKHG WR SURYLGH SHULRGLF LQGHSHQGHQW
UHYLHZ RI VDIHW\ GDWD DW DSSURSULDWH LQWHUYDOV DV ZHOO DV WR FRQGXFW D UHYLHZ RI DQ\ LQWHULP
HIILFDF\GDWD

 6WDWLVWLFDO&RQVLGHUDWLRQV
7KHSULPDU\HIILFDF\HQGSRLQWLQ&29,'YDFFLQHWULDOVVKRXOGEHDFOLQLFDOO\GULYHQHQGSRLQW
HJ ODERUDWRU\ FRQILUPHG ILUVW HSLVRGH RI &29,'  ,I DQ LPPXQH FRUUHODWH RI SURWHFWLRQ
EHFRPHVHVWDEOLVKHGLWFRXOGEHXVHGDVWKHSULPDU\HIILFDF\HQGSRLQW

7RHQVXUHWKDWDZLGHO\GHSOR\HG&29,'YDFFLQHLVHIIHFWLYHWKHSULPDU\HIILFDF\HQGSRLQW
SRLQWHVWLPDWHIRUDSODFHERFRQWUROOHGHIILFDF\WULDOVKRXOGEHDWOHDVWDQGWKHVWDWLVWLFDO
VXFFHVVFULWHULRQVKRXOGEHWKDWWKHORZHUERXQGRIWKHDSSURSULDWHO\DOSKDDGMXVWHGFRQILGHQFH
LQWHUYDODURXQGWKHSULPDU\HIILFDF\HQGSRLQWSRLQWHVWLPDWHLV!

$VWDWLVWLFDOVXFFHVVFULWHULRQIRUDQLQWHULPDQDO\VLVIRUHDUO\GHWHFWLRQRIHIILFDF\VKRXOGEHDW
OHDVWDVULJRURXVDVWKHHQGRIVWXG\VXFFHVVFULWHULRQ

23

FDA Development and Licensure of Vaccines to Prevent COVID-19; Guidance for Industry June 2020

24

WHO Target Product Profiles (TPP) for COVID-19 Vaccines (Version 3 - 29 April 2020)

25

Guidelines on clinical evaluation of vaccines: regulatory expectations”, WHO Technical Report Series 1004, Annex 9, 2017
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$ORZHUERXQGEXW!PD\EHDFFHSWDEOHDVDVWDWLVWLFDOVXFFHVVFULWHULRQIRUDVHFRQGDU\
HIILFDF\HQGSRLQWSURYLGHGWKDWVHFRQGDU\HQGSRLQWK\SRWKHVLVWHVWLQJLVGHSHQGHQWRQVXFFHVV
RQWKHSULPDU\HQGSRLQW

)RUQRQLQIHULRULW\FRPSDULVRQEDVHGRIHIILFDF\WRD&29,'YDFFLQHDOUHDG\SURYHQWREH
HIIHFWLYH WKH VWDWLVWLFDO VXFFHVV FULWHULRQ VKRXOG EH WKDW WKH ORZHU ERXQG RI WKH DSSURSULDWHO\
DOSKDDGMXVWHGFRQILGHQFHLQWHUYDODURXQGWKHSULPDU\UHODWLYHHIILFDF\SRLQWHVWLPDWHLV!

)RUHDFKYDFFLQHFDQGLGDWHDSSURSULDWHVWDWLVWLFDOPHWKRGVVKRXOGEHXVHGWRFRQWUROW\SHHUURU
IRUK\SRWKHVLVWHVWLQJRQPXOWLSOHHQGSRLQWVDQGRULQWHULPHIILFDF\DQDO\VHV

3KDVH ,,E,,, VWXGLHV VKRXOG LQFOXGH LQWHULP DQDO\VHV WR DVVHVV ULVN RI YDFFLQHDVVRFLDWHG
HQKDQFHGGLVHDVHRURWKHUDGYHUVHUHDFWLRQVDQGIXWLOLW\

6WXG\ VDPSOH VL]HV DQG WLPLQJ RI LQWHULP DQDO\VHV VKRXOG EH EDVHG RQ WKH VWDWLVWLFDO VXFFHVV
FULWHULD IRU SULPDU\ DQG VHFRQGDU\ LI DSSOLFDEOH  HIILFDF\ DQDO\VHV DQG UHDOLVWLF GDWDGULYHQ
HVWLPDWHV RI YDFFLQH HIILFDF\ DQG LQFLGHQFH RI &29,' IRU WKH SRSXODWLRQV DQG ORFDOHV LQ
ZKLFKWKHWULDOZLOOEHFRQGXFWHG


 &OLQLFDOWULDOHQGSRLQWDVVD\VUHOHYDQFHYDOLGDWLRQDQGDFFUHGLWDWLRQ
$Q\VHURORJLFDOFRUUHODWHRISURWHFWLRQXVHGLQWKHDQDO\VHVPXVWEHMXVWLILHGDQGVXSSRUWHGZLWK
EHVW VFLHQWLILF HYLGHQFH DYDLODEOH $VVD\V VKRXOG FRQVLGHU WKH DVVHVVPHQW RI D IXQFWLRQDO
DQWLERG\UHVSRQVHDORQJZLWKLPPXQRJOREXOLQVHUXPWLWUHXQOHVVWKHLPPXQRJOREXOLQPHDVXUHG
LVFOHDUO\GHPRQVWUDWHGDVDQLPPXQHFRUUHODWHRISURWHFWLRQ$VLPPXQHUHVSRQVHVFDQYDU\
EHWZHHQ JHQGHUDJHJURXSVRUZLWKRWKHUWDUJHW JURXSVWKHFOLQLFDOWULDO HQGSRLQWVVKRXOG DV
PXFKDVSRVVLEOHLQFOXGHDGHTXDWHDVVHVVPHQWRIWKHVHSRSXODWLRQV(YLGHQFHVKRXOGEHSURYLGHG
RI HQG SRLQW LPPXQRJHQLFLW\ DVVD\ UHOHYDQFH DQG VWDQGDUGL]DWLRQ $VVD\ UHVXOWV VKRXOG EH
UHSRUWHG LQ LQWHUQDWLRQDO XQLWV ZKHUHYHU SRVVLEOH 7KH ODERUDWRU\ VKRXOG EH LGHQWLILHG DQG
HYLGHQFHRIFRPSHWHQFHRUDFFUHGLWDWLRQWRFRQGXFWWKHVHDVVD\VVKRXOGEHSURYLGHG7KHDVVD\V
VKRXOGEHYDOLGDWHGDQGUXQLQDFHQWUDOODERUDWRU\LISRVVLEOH

 9DFFLQHORWVXVHGLQFOLQLFDOVWXGLHVDQGORWWRORWFRQVLVWHQF\ VWXGLHV
&RQVLVWHQF\ RI PDQXIDFWXULQJ IRU WKH YDFFLQH FDQGLGDWH ORWV XVHG LQ FOLQLFDO WULDOV VKRXOG EH
GHPRQVWUDWHG DQG ZHOO GRFXPHQWHG ,GHDOO\ DW OHDVW WKUHH FRQVHFXWLYH ORWV ZLWK WKH VDPH
IRUPXODWLRQ LQWHQGHG IRU PDUNHWLQJ DUH XVHG LQ WKH ODWH VWDJHV RI WKH FOLQLFDO GHYHORSPHQW
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SURJUDPPH,IFOLQLFDOORWWRORWFRQVLVWHQF\GDWDKDVQRWEHHQGHPRQVWUDWHG&0&FRQVLVWHQF\
GDWDPXVWEHSURYLGHG

6XEMHFWH[SRVXUHWRDQHZYDFFLQHLQFOLQLFDOWULDOV
)RUDVVHVVPHQWRIVDIHW\DQGLPPXQRJHQLFLW\WKHUHVXOWVIURPDQDGHTXDWHQXPEHURIVXEMHFWV
H[SRVHG WR WKH YDFFLQH DQG PRQLWRUHG GXULQJ FRPSDUDWLYH FOLQLFDO WULDOV DUH H[SHFWHG WR EH
SURYLGHG IRU SUHTXDOLILFDWLRQ UHYLHZ :KHQ FRQVLGHULQJ WKH SUHOLFHQVXUH VDIHW\ GDWDEDVH WKH
QHHG IRU D VXIILFLHQW VDPSOH VL]H WR HVWLPDWH DGYHUVH HYHQWV $(  UDWHV ZLWK SUHFLVLRQ LV DQ
LPSRUWDQWIDFWRU)RUH[DPSOHDWRWDOGDWDEDVHRIVXEMHFWVDFURVVDOOWULDOVDQGSRSXODWLRQV
SURYLGHVDFKDQFHRIREVHUYLQJRQHLQVWDQFHRIDQ$(WKDWRFFXUVRQDYHUDJHLQLQ
VXEMHFWV 7KHQXPEHUWKDWZRXOGSURYLGHDFKDQFHRIREVHUYLQJRQHLQVWDQFHRIDQ$(WKDW
RFFXUVRQDYHUDJHLQLQVXEMHFWVLV 7KHYDFFLQHFKDUDFWHULVWLFVWKHSRSXODWLRQ
XQGHUVWXG\DQGWKHVWXG\GHVLJQVKRXOGEHFRQVLGHUHGWRGHWHUPLQHWKHQXPEHURIWKHVXEMHFWV
HYDOXDWHG LQ FOLQLFDO WULDOV 7ULDOV PD\ QRW EH SRZHUHG WR GHPRQVWUDWH YDFFLQH HIILFDF\ E\
VXEJURXSHJDJH7KHVDIHW\GDWDEDVHQHHGVQRWEHDVLQJOHFOLQLFDOWULDOEXWFRXOGUHSUHVHQW
FXPXODWLYHH[SRVXUHDFURVVDOOFOLQLFDOVWXGLHVSURYLGHGWKDWWKHYDFFLQHXVHGLQWKHVHVWXGLHVLV
VLPLODUWRDQGUHSUHVHQWDWLYHRIWKHILQDOIRUPXODWLRQWREHPDUNHWHG,QFDVHVZKHUHYDFFLQHV
KDG EHHQ DXWKRUL]HG E\ 15$V EDVHG RQ VPDOO VDPSOH VL]HV DQG ZKHUH WKHUH LV LQVXIILFLHQW
VXSSRUWLQJVDIHW\GDWDWKLVQHHGVWREHGLVFXVVHGEHIRUHVXEPLVVLRQ

)ROORZXSLQFOLQLFDOWULDOV
7KH H[SHFWDWLRQ LV WKDW WKH IROORZXS RI VWXG\ SDUWLFLSDQWV IRU &29,' RXWFRPHV LQ
SDUWLFXODUIRUVHYHUH&29,'GLVHDVHPDQLIHVWDWLRQV VKRXOGFRQWLQXHDVORQJDVIHDVLEOHDW
OHDVW RQH WR WZR \HDUV WR DVVHVV GXUDWLRQ RI SURWHFWLRQ DQG SRWHQWLDO IRU YDFFLQHDVVRFLDWHG
HQKDQFHGGLVHDVHDVLPPXQHUHVSRQVHVWRWKHYDFFLQHZDQH7KLVIROORZXSVKRXOGEHDFWLYHDQG
QRWUHOLDQWRQVSRQWDQHRXVUHSRUWV$IROORZXSRIDWOHDVWRQH\HDUPD\EHH[SHFWHGIRUHIILFDF\
DQGLPPXQRJHQLFLW\DVVHVVPHQWGHSHQGLQJRQWKHFOLQLFDOHQGSRLQWUHTXLUHPHQWV

5HTXLUHPHQWIRUDULVNPDQDJHPHQWSODQRUHTXLYDOHQWGRFXPHQWDVSDUWRIWKH
&7'
5LVN PDQDJHPHQW SODQV 503  LQFOXGLQJ SKDUPDFRYLJLODQFH SODQV DUH SDUW RI PRGHUQ ULVN
PDQDJHPHQWVWUDWHJLHVUHTXLUHGIRUYDFFLQHV7KLVLVSDUWLFXODUO\UHOHYDQWLQ&29,'ZKHUH
PRUHNQRZOHGJHLVVWLOOEHLQJDFFXPXODWHG$SKDUPDFRYLJLODQFHSODQWDNLQJLQWRFRQVLGHUDWLRQ
ZKHUHWKHYDFFLQHLVOLNHO\WREHXVHGLIOLVWHGSUHTXDOLILHGLVUHTXLUHGDVDQHVVHQWLDOSDUWRIWKH
(8/34 VXEPLVVLRQ 7KLV SODQ VKRXOG LQFOXGH DFWLRQV GHVLJQHG WR DGGUHVV DOO LPSRUWDQW
LGHQWLILHGDQGSRWHQWLDOULVNV
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6SHFLILFGDWDVKRXOGEHVXEPLWWHGWRDQVZHUWKHIROORZLQJTXHVWLRQV

6SRQVRUV VKRXOG FRQVLGHU ZKHWKHU DQG KRZ WKHLU VXEPLVVLRQ WR 34 DGGUHVVHV WKH IROORZLQJ
TXHVWLRQV 7KHVH DUH SRVHG ZLWK WKH LQWHQWLRQ RI DLGLQJ WKH VSRQVRU GXULQJ WKHLU YDFFLQH
GHYHORSPHQW SURJUDP DQG DVVHPEO\ RI WKHLU VXEPLVVLRQ DQG GR QRW QHFHVVDULO\ UHSUHVHQW WKH
RQO\TXHVWLRQVWKDW34ZRXOGFRQVLGHUGXULQJWKHLUDVVHVVPHQW7KHTXHVWLRQVPD\QRWDSSO\WR
DOOYDFFLQHW\SHV2QO\YDFFLQHVWKDWKDYHXQGHUJRQHSKDVH ,,ERUSKDVH,,,VWXGLHVDQGKDYH
UHFHLYHGDXWKRUL]DWLRQIURPDIXQFWLRQDO15$ RUKDYHEHHQVXEPLWWHGIRUHYDOXDWLRQ VKRXOGEH
VXEPLWWHGIRUFRQVLGHUDWLRQ5ROOLQJUHYLHZRIVXEPLVVLRQVPD\EHDFFHSWDEOH

&OLQLFDOHIILFDF\
L

:KDWLVWKHHYLGHQFHRIDQHIIHFWRIYDFFLQDWLRQRQHIILFDF\DJDLQVW&29,'
UHJDUGOHVVRIVHYHULW\ PLOGV\PSWRPDWLFPRGHUDWHDQGVHYHUHGLVHDVH
KRVSLWDOL]DWLRQVDQGGHDWK+RZGRHVHIILFDF\YDU\E\DJHJURXS FKLOGUHQ\RXQJHU
DGXOWVROGHUDGXOWV E\VH[LQSUHJQDQWDQGODFWDWLQJZRPHQDQGLQVSHFLILFFR
PRUELGLW\ULVNJURXSV"
0HDVXUHGDVYDFFLQHHIILFDF\DQGFRQILGHQFHLQWHUYDOV

LL

:KDWLVWKHHYLGHQFHRIDQHIIHFWRIYDFFLQDWLRQRQHIILFDF\DJDLQVW6$56&R9
LQIHFWLRQ"
 0HDVXUHGDVSHUFHQWDJHYDFFLQHHIILFDF\DQGFRQILGHQFHLQWHUYDOV
 0HDVXUHGGLIIHUHQFHLQYLUDOORDG 3&5&WYDOXHV LQXSSHUUHVSLUDWRU\WUDFW
VDPSOHV
 0HDVXUHGDVVHURFRQYHUVLRQWRYLUDODQWLJHQVQRWFRQWDLQHGLQWKHYDFFLQH

LLL

:KDWLVWKHHYLGHQFHRIWKHHIILFDF\RISRVWLQIHFWLRQLPPXQL]DWLRQ"





7KH:+27DUJHW3URGXFW3URILOHVKRXOGVHUYHDVDJXLGH

,PPXQRJHQLFLW\
L  :KDWLVWKHHYLGHQFHRILQGXFWLRQDQGOHYHOVRIQHXWUDOL]LQJDQWLERGLHVDQGRI
LPPXQRDVVD\PHDVXUHGDQWLERGLHVDIWHUSDUWLDORUIXOOSULPDU\YDFFLQDWLRQLQWKH
GLIIHUHQWJURXSVOLVWHGDERYH XQGHUFOLQLFDOHIILFDF\ "
 0HDVXUHGDVFRQFHQWUDWLRQVWLWUHVRIDQWLERGLHVRUVHURFRQYHUVLRQUDWHVYHUVXVSUH
YDFFLQDWLRQYDOXHVRULIDFRUUHODWHLVHVWDEOLVKHGVHURSURWHFWLRQUDWHV


26

WHO Target Product Profile (TPP) for COVID-19 Vaccine (version-3 29 April 2020


AR-04426

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 107 of 298 PageID 4968

&216,'(5$7,216)25(9$/8$7,212)&29,'9$&&,1(6Y

LL  :KDWLVWKHHYLGHQFHWKDWLPPXQREULGJLQJFDQEHXVHGWRHVWLPDWHYDFFLQHHIILFDF\LQ
VSHFLILFJURXSVIRUZKLFKFOLQLFDOHIILFDF\LVQRWDYDLODEOHIURPFOLQLFDOWULDOV"7KLVLV
LPSRUWDQWDVEDVHGRQWKHLQFOXVLRQH[FOXVLRQFULWHULDRIWKHFXUUHQWO\RQJRLQJODUJH
SKDVH,,,WULDOVFHUWDLQSRSXODWLRQDQGDJHJURXSVKDYHLQVRPHLQVWDQFHVEHHQ
H[FOXGHGIURPSDUWLFLSDWLRQ HJLQIDQWVWKRVHZLWKFRPRUELGLWLHVSUHJQDQWDQG
ODFWDWLQJZRPHQHWF 

LLL :KDWLVWKHHYLGHQFHRISHUVLVWHQFHRISURWHFWLYHQHXWUDOL]LQJLPPXQRDVVD\
PHDVXUHGDQWLERGLHVRYHUWLPH RYHUDQLQWHUYDOODVWLQJDVORQJDVIHDVLEOHDIWHU
FRPSOHWLRQRISDUWLDORUIXOOSULPDU\YDFFLQDWLRQLQWKHGLIIHUHQWJURXSVOLVWHGDERYH" 

LY  )RUYDFFLQHVZLWKUHJLPHQVRIWZRRUPRUHGRVHVZKDWLVWKHHYLGHQFHIRU
LQWHUFKDQJHDELOLW\RIYDFFLQHV"
(IIHFWLYHQHVV

L  :KDWLVWKHHYLGHQFHIURPREVHUYDWLRQDOSRVWLPSOHPHQWDWLRQVWXGLHVRQYDFFLQH
HIIHFWLYHQHVV LQGLIIHUHQWSRSXODWLRQV "

LL  :KDWLVWKHHYLGHQFHRIHIIHFWLYHQHVVRIWKHLQWHUYHQWLRQLQVSHFLILFVXESRSXODWLRQV"

LLL :KDWLVWKHHYLGHQFHRIYDFFLQHHIIHFWLYHQHVVDIWHUDVLQJOHGRVHRIYDFFLQDWLRQRUDIWHU
XVLQJDQLQFRPSOHWHVFKHGXOH"

'XUDWLRQRISURWHFWLRQ

:KDWLVWKHHYLGHQFHRIFRQWLQXHGHIILFDF\HIIHFWLYHQHVVRIYDFFLQDWLRQ LQGLIIHUHQW
SRSXODWLRQV DIWHUFRPSOHWLRQRIRUGRVHFRXUVHRILPPXQL]DWLRQLQWKHGLIIHUHQWDWULVN
SRSXODWLRQV HJHOGHUO\ "7KLVFDQEHPHDVXUHGDVGHFD\LQDQWLERG\WLWHUVRYHUWLPH

4XHVWLRQVRQLQGLUHFWHIIHFWVDQGELRPDUNHUV

7UDQVPLVVLRQ

L  :KDWLVWKHHYLGHQFHRIWKHUHODWLRQRIYLUDOVKHGGLQJSRVWYDFFLQDWLRQDQG6$56
&R9WUDQVPLVVLELOLW\"
 0HDVXUHGDVYLUDOORDGDPRQJWKRVHLQIHFWHG
 2WKHUPHDVXUHVRILQIHFWLRXVQHVV HJVXEJHQRPLFYLUDO51$ 
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LL  :KDWLVWKHHYLGHQFHRIDQHIIHFWRILPPXQL]DWLRQRQWKHGXUDWLRQRIVKHGGLQJRI
6$56&R9"
 0HDVXUHGDVYLUDOVKHGGLQJWKURXJKDFWLYHVXUYHLOODQFHRIUHVSLUDWRU\WUDFW
VDPSOLQJLQYDFFLQDWHGDQGFRQWUROLQGLYLGXDOV

LLL  :KDWLVWKHHYLGHQFHRIUHGXFWLRQLQQHZ6$56&R9LQIHFWLRQVLQFRQWDFWVRI
YDFFLQDWHGDVFRPSDUHGWRXQYDFFLQDWHGVWXG\VXEMHFWVZKREHFRPHLQIHFWHG"

)RUH[DPSOHWKLVFRXOGEHDQVZHUHGE\DGMXQFWLYHSURWRFROVWRODUJHUDQGRPL]HG
FRQWUROOHG WULDOV 5&7V  FRPSDULQJ LQIHFWLRQ UDWHV DPRQJ FRQWDFWV RI YDFFLQDWHG
DQGFRQWUROVWXG\VXEMHFWV 

LY  :KDWLVWKHHYLGHQFHRIUHGXFHGUDWHVRILQIHFWLRQLQXQYDFFLQDWHGLQGLYLGXDOVLQ
YDFFLQDWHGSRSXODWLRQV"

)RU H[DPSOH WKLV FRXOG EH DQVZHUHG E\ FOXVWHU UDQGRPL]HG VWXGLHV IRFXVLQJ RQ
LQIHFWLRQUDWHVLQXQYDFFLQDWHGPHPEHUVRIYDFFLQDWHGFOXVWHUV±LIORJLVWLFDODQG
HWKLFDOFKDOOHQJHVRIXQGHUWDNLQJVXFKWULDOVFRXOGEHRYHUFRPH 

%LRPDUNHUVDQGFRUUHODWHVRISURWHFWLRQ

L  :KDWLVWKHHYLGHQFHIURPIXQFWLRQDODQWLERG\DVVD\VQHXWUDOL]LQJDQWLERG\DVVD\V"
:KDWLVWKHHYLGHQFHRIWKHLUVWDQGDUGL]DWLRQDQGXVHLQSKDVHFOLQLFDOWULDOV"
:KDWLVWKHHYLGHQFHWKDWRQHRUPRUHRIWKHGHVFULEHGDVVD\VKDYHEHHQFRUUHODWHG
WRFOLQLFDOSURWHFWLRQ"

LL  :KDWLVWKHHYLGHQFHIURPLPPXQRDVVD\VXVHGWRDVVHVVUHVSRQVHVWRYDFFLQHV"
:KDWLVWKHHYLGHQFHWKDWWKHVHDVVD\VKDYHEHHQFRUUHODWHGWR
IXQFWLRQDOQHXWUDOL]DWLRQDVVD\VRUWRFOLQLFDOSURWHFWLRQ"

LLL :KDWLVWKHHYLGHQFHFRQFHUQLQJFKDUDFWHUL]DWLRQRI7FHOOUHVSRQVHVERWKWR
QDWXUDOO\DFTXLUHGLQIHFWLRQDQGWRYDFFLQDWLRQWKDWDUH H[SHFWHGWREH SURWHFWLYH"

LY  :KDWLVWKHHYLGHQFHWKDWFHUWDLQDVSHFWVRILPPXQHUHVSRQVHVWRYDFFLQDWLRQ HJ
SUHGRPLQDQWGHYHORSPHQWRIFHUWDLQW\SHVRI&'7FHOOVVXFKDV7KHOSHUFHOOV
7K W\SHRYHU7KW\SHRU7KW\SHDQGWKHLUGLVWLQFWF\WRNLQHSURGXFWLRQ
SDWWHUQVHOLFLWHGE\WKHVSHFLILFYDFFLQH DUHSUHGLFWLYHRIHIIHFWLYHSURWHFWLRQ
DQGRUDEVHQFHRIYDFFLQHHQKDQFHGGLVHDVHZKHQH[SRVHGWR6$56&R9
IROORZLQJLPPXQL]DWLRQ"
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7DUJHWSRSXODWLRQV
L  +RZ WR H[WUDSRODWH WR SRWHQWLDO WDUJHW SRSXODWLRQV DJH HWKQLFLWLHV FRPRUELGLWLHV  IRU
ZKRPWKHUHPD\EHLQVXIILFLHQWGDWD HIIHFWLYHQHVVVDIHW\ ,WLVDFNQRZOHGJHGWKDWGDWD
IRUDOOWDUJHWJURXSVPD\QRWEHDYDLODEOHZKHQYDFFLQHVLVFRQVLGHUHGIRU(8/34LQWKH
HDUO\VWDJHVRIWKHUHVSRQVHWR&29,'

9DFFLQHVDIHW\
L  :KDWLVWKHHYLGHQFHRQUDWHVRIORFDODQGV\VWHPLFUHDFWRJHQLFLW\VLJQVDQGV\PSWRPV
HJSDLQDWLQMHFWLRQVLWHIHYHUKHDGDFKHVPDODLVHHWF XVLQJVWDQGDUGL]HGGHILQLWLRQV
DQGDVFHUWDLQPHQWPHWKRGVLQWKHGLIIHUHQWWDUJHWSRSXODWLRQVDQGZKDWLVWKHLPSDFWRQ
WROHUDELOLW\RIWKHYDFFLQH"

LL :KDW LVWKHHYLGHQFHRI GLVHDVHHQKDQFHPHQWLQ HLWKHUYDFFLQHUHFLSLHQWVVXEVHTXHQWO\
H[SRVHGWRWKHYLUXVLQYDFFLQHUHFLSLHQWVZLWKSULRULQIHFWLRQSUHH[LVWLQJDQWLERGLHVRU
WKRVHZLWKLQFRPSOHWHLPPXQL]DWLRQVFKHGXOH"

LLL :KDWLVWKHHYLGHQFHRIDQ\VXVSHFWHGXQH[SHFWHGVHULRXVDGYHUVHUHDFWLRQV 686$5V 
LQFOXGLQJEXWQRWOLPLWHGWRFDVHVRI RUDEVHQFHRIFDVHVRI LQIODPPDWRU\GLVHDVHRURWKHU
PDQLIHVWDWLRQV IROORZLQJ YDFFLQDWLRQ HJ PLPLFNLQJ SHGLDWULF PXOWLV\VWHP
LQIODPPDWRU\V\QGURPHDQGWR[LFVKRFN3,0676 "

LY :KDW LV WKH HYLGHQFH RI DGYHUVH HYHQWV RI VSHFLDO LQWHUHVW $(6,  UHODWHG RU SRVVLEO\
UHODWHGVHULRXVDGYHUVHHYHQWV 6$( DQGPHGLFDOO\DWWHQGHGDGYHUVHHYHQWV 0$$( DIWHU
YDFFLQDWLRQ LQDOOYDFFLQHHVZLWKDPLQLPXPRIPRQWKVSUHIHUDEO\XSWRPRQWKVRI
IROORZXSDIWHUFRPSOHWLRQRIDGPLQLVWUDWLRQRIDOOGRVHVLQWKHYDFFLQDWLRQVFKHGXOHLQ
OLQHZLWKUHJXODWRU\UHTXLUHPHQWVDQGWKHSRLQWVWRFRQVLGHUIRUPDQXIDFWXUHUVRI&29,'
YDFFLQHV "

Y :KDW LV WKH HYLGHQFH RI DGYHUVH PDWHUQDO DQG QHRQDWDO RXWFRPHV DIWHU YDFFLQDWLRQ RI
SUHJQDQWZRPHQ"

YL :KDW LV WKH HYLGHQFH RQ FRDGPLQLVWUDWLRQ RI &29,' YDFFLQHV ZLWK RWKHU YDFFLQHV
LQFOXGHG LQ URXWLQH LPPXQL]DWLRQ VFKHGXOH OHDGLQJ WR GHFUHDVHG LPPXQH UHVSRQVH WR
HLWKHUYDFFLQH"

YLL :KDWLVWKHHYLGHQFHWKDWYDFFLQDWHGSHUVRQVDUHOHVVOLNHO\WRDGRSWRWKHUPHDVXUHVWR
UHGXFHWKHULVNRILQIHFWLRQ"
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0DQXIDFWXUHUVVKRXOGSURYLGHVDIHW\GDWD DVLQGLFDWHGLQ WKHOLVW RIDGYHUVHHYHQWV RIVSHFLDO
LQWHUHVWSURSRVHGE\:+2*$&967KH%ULJKWRQ&ROODERUDWLRQVWDQGDUGL]HGFDVHGHILQLWLRQV
ZKHQHYHUDYDLODEOHVKRXOGEHDSSOLHGWRDVVHVVOHYHORIGLDJQRVWLFFHUWDLQW\

%HQHILW5LVN$VVHVVPHQW5HSRUW

$GHWDLOHGUHYLHZRIDYDLODEOHGDWDDQGREMHFWLYH%HQHILWDQG5LVNDVVHVVPHQWRIWKHYDFFLQH
>HJ YLD WKH DSSURSULDWH %ULJKWRQ &ROODERUDWLRQ VWDQGDUGL]HG WHPSODWHV IRU EHQHILW±ULVN
DVVHVVPHQWRIYDFFLQHV E\WHFKQRORJ\SODWIRUPV @VKRXOGEHSURYLGHGDWWKHWLPHRIVXEPLVVLRQ

0LQLPXPFOLQLFDOFULWHULDIRU(8/DVVHVVPHQW

)RUFODULW\WKHIROORZLQJLQIRUPDWLRQPXVWEHSDUWRIWKHGRVVLHUIRU(8/DSSOLFDWLRQ+RZHYHU
WKHWRWDOLW\RIWKHDYDLODEOHVFLHQWLILFHYLGHQFHUHOHYDQWWRWKHSURGXFW WKHSUHFOLQLFDODQGKXPDQ
FOLQLFDOVWXG\GDWD ZLOOEHFRQVLGHUHG
5HVXOWVIURPERWKILQDOUHSRUWDQGSUHVSHFLILHGLQWHULPUHSRUWVDUHDFFHSWDEOH
5HVXOWV IRU D JLYHQ YDFFLQH ZLOO EH UHSRUWHG ZKHQ WKH VWXG\ UHDFKHV D PRQLWRULQJ ERXQGDU\
,QWHULPDQDO\VHVVKRXOGEHWLPHGFRQVLGHULQJWKHSRWHQWLDORIVXFKDQDO\VHVWRPHHWWKHFULWHULD
QRWHGEHORZ
$IWHU WKLV UHSRUW VWXG\ VXEMHFWV ZLOO FRQWLQXH WR EH IROORZHG IRU DGGLWLRQDO HQGSRLQWV DV
DGGLWLRQDOVDIHW\DQGHIILFDF\GDWDLVUHTXLUHG(IILFDF\DJDLQVWWKHVHFRQGDU\HQGSRLQWRIVHYHUH
GLVHDVHVKRXOGEHUHSRUWHGDWWKHWLPHWKDWSULPDU\HQGSRLQWDQDO\VHVDUHUHSRUWHG
(IILFDF\VKRXOGEHHYDOXDWHGE\DFFXPXODWLQJHQGSRLQWVDWOHDVWWZRZHHNVDIWHUIXOOVFKHGXOH
DGPLQLVWHUHG DIWHU YDFFLQDWLRQ IRU D RQH GRVH UHJLPHQ RU DW OHDVW RQH ZHHN DIWHU WKH ODVW
YDFFLQDWLRQRIDPXOWLGRVHUHJLPHQ&DVHVVKRXOGEHDFFXPXODWHGIRUDWOHDVWPRQWKVWRH[FOXGH
WKDWDQ\HIIHFWLVMXVWRQO\LQQDWHLPPXQLW\RULPPHGLDWHSRVWYDFFLQDWLRQQHXWUDOL]DWLRQWLWHUVRI
VKRUWGXUDWLRQ

(IILFDF\
7KHSULPDU\HIILFDF\HQGSRLQWSRLQWHVWLPDWHVKRXOGEHDWOHDVWDQGWKHVWDWLVWLFDOVXFFHVV
FULWHULRQVKRXOGEHWKDWWKHORZHUERXQGRIWKHDSSURSULDWHO\DOSKDDGMXVWHGFRQILGHQFHLQWHUYDO
DURXQGWKHSULPDU\HIILFDF\HQGSRLQWSRLQWHVWLPDWHLV!,QRUGHUWRHYDOXDWHWKHGXUDWLRQ
RISURWHFWLRQE\WKHYDFFLQHVXEMHFWVVKRXOGFRQWLQXHWREHIROORZHGIRUDSHULRGWRHVWLPDWH
WKLV


27
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6XEJURXS DQDO\VHV RI HIILFDF\ HQGSRLQWV VWUDWLILHG E\ SULRU LQIHFWLRQ VWDWXV DW WULDO HQUROPHQW
VKRXOGEHGRQH

(IILFDF\GDWDLQFOXGLQJDPHGLDQIROORZXSGXUDWLRQRIDWOHDVWWZRPRQWKVDIWHUFRPSOHWLRQRI
DGPLQLVWUDWLRQRIDOOGRVHVLQWKHVFKHGXOH

6DIHW\
7KHJHQHUDOVDIHW\HYDOXDWLRQVKRXOGEHQRGLIIHUHQWWKDQIRURWKHUSUHYHQWLYHYDFFLQHV

o 6ROLFLWHGORFDODQGV\VWHPLFDGYHUVHHYHQWVIRUDWOHDVWGD\VDIWHUHDFKVWXG\YDFFLQDWLRQ
LQDQDGHTXDWHQXPEHURIVWXG\SDUWLFLSDQWVWRFKDUDFWHUL]HUHDFWRJHQLFLW\ LQFOXGLQJDW
OHDVWDVXEVHWRISDUWLFLSDQWVLQODWHSKDVHHIILFDF\WULDOV 
o 8QVROLFLWHGDGYHUVHHYHQWVLQDOOVWXG\SDUWLFLSDQWVIRUDWOHDVWGD\VDIWHUHDFKVWXG\
YDFFLQDWLRQ
o 6HULRXVDGYHUVHHYHQWVLQDOOVWXG\SDUWLFLSDQWVIRUDWOHDVWPRQWKVDIWHUFRPSOHWLRQRI
DOOVWXG\YDFFLQDWLRQV
o /RQJHUVDIHW\PRQLWRULQJPD\EHQHHGHGIRUFHUWDLQYDFFLQHSODWIRUPV HJWKRVHWKDW
LQFOXGHQRYHODGMXYDQWV 

6SHFLILFDOO\

 3KDVHDQGWULDOVGDWDRQVKRUWDQGORQJHUWHUPIROORZXSLQFOXGLQJGDWDRQVHULRXV
DGYHUVHHYHQWVDGYHUVHHYHQWVRIVSHFLDOLQWHUHVWDQGFDVHVRIVHYHUH&29,'DPRQJ
VWXG\VXEMHFWV

 3KDVH  VWXGLHV VDIHW\ GDWD IURP D PLQLPXP QXPEHU RI YDFFLQHHV VHH 756  
LQFOXGLQJ D PHGLDQ IROORZXS GXUDWLRQ RI DW OHDVW WZR PRQWKV DIWHU FRPSOHWLRQ RI
DGPLQLVWUDWLRQRIDOOGRVHVLQWKHVFKHGXOH


5HSRUWVVKRXOGLQFOXGH
o DGYHUVHHYHQWVFDVHVRIVHYHUH&29,'GLVHDVHDPRQJVWXG\VXEMHFWVDQGFDVHVRI
&29,'RFFXUULQJDWOHDVWGD\VDIWHUWKHODVWGRVHLVDGPLQLVWHUHG
o VXEJURXSDQDO\VHVRIVDIHW\DQGHIILFDF\HQGSRLQWVVWUDWLILHGE\SULRULQIHFWLRQVWDWXVDW
WULDOHQUROPHQW
o 'DWDRQVXIILFLHQWFDVHVRI&29,'DPRQJWULDOSDUWLFLSDQWVWRLQYHVWLJDWHWKHORZULVN
IRU9DFFLQH$VVRFLDWHG(QKDQFHG'LVHDVH 9$(' 
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)ROORZXS
%OLQGHGVWXG\IROORZXSIRU&29,'GLVHDVHDQGIRU6$(VVKRXOGODVWIRUDWOHDVWRQH\HDU
DQGSUHIHUDEO\ORQJHU 7KLVZLOOHQDEOHIXUWKHUDQDO\VLVRIGXUDWLRQRIHIILFDF\DQGSRWHQWLDOIRU
ULVNRIYDFFLQHLQGXFHG&29,'GLVHDVHHQKDQFHPHQWLQWKHSUHVHQFHRIZDQLQJLPPXQLW\
,QWKHHYHQWWKDWWKHUHLVHYLGHQFHRIZDQLQJHIILFDF\RIDVXFFHVVIXOYDFFLQHRYHUWKHSHULRGRI
REVHUYDWLRQSDUWLFLSDQWVLQWKLVWULDOPD\EHUDQGRPL]HGWRSURVSHFWLYHO\GHVLJQHGFRQWUROOHG
VWXG\RIDERRVWHUGRVH9DFFLQDWHGVXEMHFWVH[SHULHQFLQJDUHVSLUDWRU\LQIHFWLRQLQWKHIROORZ
XSSHULRGVKRXOGEHWHVWHGIRUVSHFLILFSDWKRJHQ

$FWLYHVDIHW\IROORZXSPXVWDOVREHLPSOHPHQWHGLQDOOYDFFLQHHVWRIXUWKHUGRFXPHQWVDIHW\
/RFDODQGV\VWHPLFVROLFLWHGDGYHUVHUHDFWLRQVFROOHFWHGIRUWKHGHILQHGGXUDWLRQRIIROORZXSLQ
DQ DGHTXDWH QXPEHU RI VXEMHFWV WR FKDUDFWHUL]H UHDFWRJHQLFLW\ LQ HDFK SURWRFROGHILQHG DJH
FRKRUWSDUWLFLSDWLQJLQWKHWULDO

0DQXIDFWXUHUVVKRXOG SURYLGHVDIHW\GDWD DV LQGLFDWHGLQ WKHOLVWRIDGYHUVHHYHQWV RIVSHFLDO
LQWHUHVWSURSRVHGE\:+2*$&96 :(5 

%HQHILW5LVNDVVHVVPHQW5HSRUW
$GHWDLOHGUHYLHZRIDYDLODEOHGDWDDQGREMHFWLYH%HQHILWDQG5LVNDVVHVVPHQWRIWKHYDFFLQH
>HJ YLD WKH DSSURSULDWH %ULJKWRQ &ROODERUDWLRQ VWDQGDUGL]HG WHPSODWHV IRU EHQHILW±ULVN
DVVHVVPHQWRIYDFFLQHV E\WHFKQRORJ\SODWIRUPV @VKRXOGEHSURYLGHGDWWKHWLPHRIVXEPLVVLRQ
5LVN0DQDJHPHQW3ODQ
$ GHWDLOHG 503 LQFOXGLQJ SKDUPDFRYLJLODQFH DQG ULVN PLQLPL]DWLRQ SODQV RU HTXLYDOHQW
GRFXPHQWV VKRXOGEHSURYLGHG
3.4.MANUFACTURING AND QUALITY CONTROL
7KHIROORZLQJOLVWLQGLFDWHVWKHNH\LQIRUPDWLRQLQ0RGXOHRIWKH&7'WKDWVKRXOGEHFRPSOHWH
LQWKHVXEPLVVLRQVWRFRQVLGHUWKHGRVVLHUIRUUHYLHZ
 'UXJ6XEVWDQFH

 0DQXIDFWXUHU V 
7KLVVKRXOGEHWKHPDQXIDFWXUHUDQGPDQXIDFWXULQJVLWHVWKDWZLOOEHLQWHQGHGIRU(8/34
ZKLFKPD\QRWEHWKHVDPHDVWKRVHLQFOXGHGLQWKHVXEPLVVLRQWRWKH15$RIUHFRUGIRUWKH
&RQGLWLRQDO0DUNHWLQJ$XWKRUL]DWLRQ(PHUJHQF\8VH$SSURYDORUHTXLYDOHQW
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'HVFULSWLRQRI0DQXIDFWXULQJ3URFHVVDQG3URFHVV&RQWUROV


$IORZGLDJUDPWKDWLOOXVWUDWHVWKHPDQXIDFWXULQJURXWHIURPVWDUWLQJPDWHULDOV 0DVWHUDQG
:RUNLQJ&HOO%DQNV0DVWHUDQG:RUNLQJ6HHGVVWDUWLQJPDWHULDOVRIELRORJLFDORULJLQ WRWKH
'UXJVXEVWDQFHVKRXOGEHSURYLGHG

5HOHYDQWLQIRUPDWLRQIRUHDFKVWDJHRIWKHXSVWUHDPDQGGRZQVWUHDPSURFHVVHVVKRXOGEH
LQFOXGHG&ULWLFDOVWHSVDQGFULWLFDOLQWHUPHGLDWHVIRUZKLFKVSHFLILFDWLRQVDUHHVWDEOLVKHG
VKRXOGEHLGHQWLILHG

$GHVFULSWLRQRIHDFKSURFHVVVWHSLQWKHIORZGLDJUDPVKRXOGEHSURYLGHGLQFOXGLQJPDMRU
HTXLSPHQWDQGSURFHVVFRQWUROVLQFOXGLQJLQSURFHVVWHVWVDQGRSHUDWLRQDOSDUDPHWHUV
ZLWKDFFHSWDQFHFULWHULD

,QIRUPDWLRQRQSURFHGXUHVXVHGWRWUDQVIHUPDWHULDOEHWZHHQVWHSVHTXLSPHQWDUHDVDQG
EXLOGLQJVDVDSSURSULDWHDQGVKLSSLQJDQGVWRUDJHFRQGLWLRQVVKRXOGEHSURYLGHG
,IDSSOLFDEOHUHSURFHVVLQJSURFHGXUHVZLWKFULWHULDIRUUHSURFHVVLQJRIDQ\LQWHUPHGLDWHRUWKH
GUXJVXEVWDQFHVKRXOGEHGHVFULEHG
$GHVFULSWLRQRIWKHILOOLQJSURFHGXUHIRUWKHGUXJVXEVWDQFHSURFHVVFRQWUROV LQFOXGLQJLQ
SURFHVVWHVWVDQGRSHUDWLRQDOSDUDPHWHUV DQGDFFHSWDQFHFULWHULDVKRXOGEHSURYLGHG

 &HOOEDQNLQJV\VWHPFKDUDFWHUL]DWLRQDQGWHVWLQJ
)XOOFKDUDFWHUL]DWLRQRIWKHFHOOEDQNVDFFRUGLQJWRUHOHYDQW:+2JXLGHOLQHVVKRXOGEHSURYLGHG
DQGVKRXOGLQFOXGHYLUDOVDIHW\VWXGLHV

,QIRUPDWLRQRQWKHFHOOEDQNLQJV\VWHPVKRXOGLQFOXGHTXDOLW\FRQWURODFWLYLWLHVDQGFHOOOLQH
VWDELOLW\GXULQJSURGXFWLRQDQGVWRUDJH LQFOXGLQJSURFHGXUHVXVHGWRJHQHUDWHWKH0DVWHUDQG
:RUNLQJ&HOO%DQN V 

,IDSSOLFDEOHWRWKHPDQXIDFWXULQJSODWIRUPLQIRUPDWLRQRQWKHVRXUFHRIWKHFHOOVXEVWUDWHDQG
DQDO\VLV RI WKH H[SUHVVLRQ FRQVWUXFW XVHG WR JHQHWLFDOO\ PRGLI\ FHOOV DQG LQFRUSRUDWHG LQ WKH
LQLWLDOFHOOFORQHXVHGWRGHYHORSWKH0DVWHU&HOO%DQNVKRXOGEHSURYLGHG
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&KDUDFWHUL]DWLRQRI0DVWHUDQG:RUNLQJVHHG

)XOOFKDUDFWHUL]DWLRQRI0DVWHUDQG:RUNLQJ6HHGFRPSOHWHKLVWRU\RIWKHYLUXVXVHGWRSUHSDUH
WKH9LUXV6HHG

)RUYLUDOYHFWRUHGYDFFLQHVWKHXVHRIDQ\YLUDOYHFWRUVKRXOGEHEDVHGRQDPDVWHUDQGZRUNLQJ
VHHGORWV\VWHPDQDORJRXVWRWKHFHOOEDQNLQJV\VWHPXVHGIRUSURGXFWLRQFHOOV7KHRULJLQRIDOO
JHQHWLFFRPSRQHQWVRIWKHYDFFLQHDQG WKHLUIXQFWLRQVKRXOGEHVSHFLILHGWRDOORZIRUDFOHDU
RYHUDOOXQGHUVWDQGLQJRIWKHIXQFWLRQDOLW\RIWKHYDFFLQHDQGRIKRZLWLVDWWHQXDWHG
RUPDGHUHSOLFDWLRQLQFRPSHWHQWE\JHQHWLFHQJLQHHULQJ

 &RQWUROVRI&ULWLFDO6WHSVDQG,QWHUPHGLDWHV
7HVWVDQGDFFHSWDQFHFULWHULDIRUDOOFULWLFDOVWHSV ZLWKMXVWLILFDWLRQLQFOXGLQJH[SHULPHQWDO
GDWD VKRXOGEHSURYLGHGIRUDOOFULWLFDOVWHSVRIWKHPDQXIDFWXULQJSURFHVVWRHQVXUHWKDWWKH
SURFHVVLVFRQWUROOHG

,QIRUPDWLRQRQWKHTXDOLW\DQGFRQWURORILQWHUPHGLDWHVLVRODWHGGXULQJWKHSURFHVVVKRXOGEH
SURYLGHG


3URFHVV9DOLGDWLRQDQGRU(YDOXDWLRQ


3URFHVVYDOLGDWLRQ EDVHGRQTXDOLW\ULVNEDVHGDSSURDFK DQGGHPRQVWUDWLRQRIFRQVLVWHQF\RI
SURGXFWLRQDWWKHSURGXFWLRQVFDOHXVHGIRUWKHORWVWREHGLVWULEXWHGVKRXOGEHSURYLGHG


6XIILFLHQWLQIRUPDWLRQVKRXOGEHSURYLGHGRQYDOLGDWLRQDQGHYDOXDWLRQVWXGLHVWRGHPRQVWUDWH
WKDWWKHPDQXIDFWXULQJSURFHVVLVVXLWDEOHIRULWVLQWHQGHGSXUSRVHDQGWRVXEVWDQWLDWHVHOHFWLRQ
RI FULWLFDO SURFHVV FRQWUROV RSHUDWLRQDO SDUDPHWHUV DQG LQSURFHVV WHVWV  DQG WKHLU OLPLWV IRU
FULWLFDOPDQXIDFWXULQJVWHSV HJFHOOFXOWXUHKDUYHVWLQJSXULILFDWLRQDQGPRGLILFDWLRQ 

8VHRIPXOWLSOHVLWHVIRUSURGXFWLRQRI'UXJ6XEVWDQFHVKRXOGEHVXSSRUWHGE\GHPRQVWUDWLRQRI
DQDO\WLFDOFRPSDUDELOLW\

$V DQ DOWHUQDWLYH WR WKH WUDGLWLRQDO SURFHVV YDOLGDWLRQ FRQWLQXRXV SURFHVV YHULILFDWLRQ FDQ EH
XWLOLVHG LQ SURFHVV YDOLGDWLRQ SURWRFROV IRU WKH LQLWLDO FRPPHUFLDO SURGXFWLRQ DQG DOVR IRU
PDQXIDFWXULQJSURFHVVFKDQJHVIRUWKHFRQWLQXDOLPSURYHPHQWWKURXJKRXWWKHUHPDLQGHURIWKH
SURGXFWOLIHF\FOH
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$QDO\WLFDOPHWKRGYDOLGDWLRQ


,I QRYHO WHVW PHWKRGV KDYH EHHQ GHYHORSHG IRU SRWHQF\ WHVWV DQG RWKHU FULWLFDO DVVD\V IXOO
GHVFULSWLRQRIWKHWHVWGHYHORSPHQWDQGTXDOLILFDWLRQPXVWEHSURYLGHG
7KHDQDO\WLFDOSURFHGXUHVDQGFRUUHVSRQGLQJYDOLGDWLRQVKRXOGEHFURVVUHIHUHQFHGRUSURYLGHG
DVSDUWRIMXVWLI\LQJWKHVHOHFWLRQRIFULWLFDOSURFHVVFRQWUROVDQGDFFHSWDQFHFULWHULD
)RUPDQXIDFWXULQJVWHSVLQWHQGHGWRUHPRYHRULQDFWLYDWHYLUDOFRQWDPLQDQWVWKHLQIRUPDWLRQ
IURPHYDOXDWLRQVWXGLHVVKRXOGEHSURYLGHGLQGHWDLO


0DQXIDFWXULQJ3URFHVV'HYHORSPHQW


$ GHVFULSWLRQ DQG GLVFXVVLRQ VKRXOG EH SURYLGHG RI WKH VLJQLILFDQW FKDQJHV PDGH WR WKH
PDQXIDFWXULQJ SURFHVV DQGRU PDQXIDFWXULQJ VLWH RI WKH GUXJ VXEVWDQFH XVHG LQ SURGXFLQJ
QRQFOLQLFDOFOLQLFDOVFDOHXSSLORWDQGLIDYDLODEOHSURGXFWLRQVFDOHEDWFKHV

7KHGHYHORSPHQWDOKLVWRU\RIWKHPDQXIDFWXULQJSURFHVVVKRXOGEHSURYLGHG7KHGHVFULSWLRQRI
FKDQJH V PDGHWRWKHPDQXIDFWXUHRIGUXJVXEVWDQFHEDWFKHVXVHGLQVXSSRUWRIWKHVXEPLVVLRQ
HJQRQFOLQLFDORUFOLQLFDOVWXGLHV VKRXOGLQFOXGHIRUH[DPSOHFKDQJHVWRWKHSURFHVVRUWR
FULWLFDOHTXLSPHQW7KHUHDVRQIRUWKHFKDQJHVKRXOGEHH[SODLQHG5HOHYDQWLQIRUPDWLRQRQGUXJ
VXEVWDQFHEDWFKHVPDQXIDFWXUHGGXULQJGHYHORSPHQWVXFKDVWKHEDWFKQXPEHUPDQXIDFWXULQJ
VFDOHDQGXVH HJVWDELOLW\QRQFOLQLFDOUHIHUHQFHPDWHULDO LQUHODWLRQWRWKHFKDQJHVKRXOGEH
SURYLGHG7KHVLJQLILFDQFHRIWKHFKDQJHVKRXOGEHDVVHVVHGE\HYDOXDWLQJLWVSRWHQWLDOWRLPSDFW
WKHTXDOLW\RIWKHGUXJVXEVWDQFH DQGRULQWHUPHGLDWHLIDSSURSULDWH 

$GLVFXVVLRQRIWKHGDWDLQFOXGLQJDMXVWLILFDWLRQIRUVHOHFWLRQRIWKHWHVWVDQGDVVHVVPHQWRI
UHVXOWVVKRXOGEHLQFOXGHG7HVWLQJXVHGWRDVVHVVWKHLPSDFWRIPDQXIDFWXULQJFKDQJHVRQWKH
GUXJVXEVWDQFH V DQGWKHFRUUHVSRQGLQJGUXJSURGXFW V FDQDOVRLQFOXGHQRQFOLQLFDODQGFOLQLFDO
VWXGLHV &URVVUHIHUHQFH WR WKH ORFDWLRQ RI WKHVH VWXGLHV LQ RWKHU PRGXOHV RI WKH VXEPLVVLRQ
VKRXOGEHLQFOXGHG


&RQWURORI'UXJ6XEVWDQFH


7KHVSHFLILFDWLRQIRUWKHGUXJVXEVWDQFHVKRXOGEHSURYLGHGDQGMXVWLILHG

$QDO\WLFDOSURFHGXUHVIRUWHVWLQJRIWKHGUXJVXEVWDQFHVKRXOGEHYDOLGDWHG

'HVFULSWLRQ RI EDWFKHV DQG UHVXOWV RI EDWFK DQDO\VHV VKRXOG EH SURYLGHG WR GHPRQVWUDWH ORW
FRQVLVWHQF\
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 5HIHUHQFHVWDQGDUGVRUPDWHULDOV

,QIRUPDWLRQRQ5HIHUHQFHVWDQGDUGVRUUHIHUHQFHPDWHULDOVVKRXOGEHSURYLGHG
 &RQWDLQHU&ORVXUH6\VWHP

$GHVFULSWLRQRIWKHFRQWDLQHUFORVXUHV\VWHP V VKRXOGEHSURYLGHGLQFOXGLQJWKHLGHQWLW\RI
PDWHULDOVRIFRQVWUXFWLRQRIHDFKSULPDU\SDFNDJLQJFRPSRQHQWDQGWKHLUVSHFLILFDWLRQV7KH
VSHFLILFDWLRQV VKRXOG LQFOXGH GHVFULSWLRQ DQG LGHQWLILFDWLRQ DQG FULWLFDO GLPHQVLRQV ZLWK
GUDZLQJVZKHUHDSSURSULDWH 
 6WDELOLW\

7KLVVHFWLRQVKRXOGLQFOXGHDVXPPDU\RIWKHVWXGLHVXQGHUWDNHQ FRQGLWLRQVEDWFKHVDQDO\WLFDO
SURFHGXUHV  DQG D EULHI GLVFXVVLRQ RI WKH UHVXOWV DQG FRQFOXVLRQV WKH SURSRVHG VWRUDJH
FRQGLWLRQVUHWHVWGDWHRUVKHOIOLIHZKHUHUHOHYDQW7KHSRVWDSSURYDOVWDELOLW\SURWRFROVKRXOG
EHLQFOXGHG
 'UXJSURGXFW


0DQXIDFWXUH


0DQXIDFWXUHU V RI'UXJ3URGXFW)LOOHUSDFNDJHUVPXVWEHLQGLFDWHGIRUWKHYDFFLQHWKDWZLOOEH
VXEPLWWHGIRU(8/34ZKLFKPD\EHGLIIHUHQWIURPWKHRQHVXEPLWWHGWRWKH15$RIUHFRUGIRU
&RQGLWLRQDO0DUNHWLQJ$XWKRUL]DWLRQ(PHUJHQF\8VH$SSURYDORUHTXLYDOHQW

,IWKHPDQXIDFWXUHURIWKH'UXJ6XEVWDQFHLVGLIIHUHQWIURPWKHPDQXIDFWXUHURIWKH'UXJ3URGXFW
LWVKRXOGEHLQGLFDWHG

)DFLOLWLHV DQG (TXLSPHQW LQFOXGHG LQ WKH GRVVLHU VKRXOG EH IRU WKRVH VLWHV ZKHUH WKH SURGXFW
LQWHQGHGIRUVXSSO\WKURXJK&29$;IDFLOLW\LVPDQXIDFWXUHG

 3KDUPDFHXWLFDO'HYHORSPHQW
7KH 3KDUPDFHXWLFDO 'HYHORSPHQW VHFWLRQ VKRXOG FRQWDLQ LQIRUPDWLRQ RQ WKH GHYHORSPHQW
VWXGLHV FRQGXFWHG WR HVWDEOLVK WKDW WKH GRVDJH IRUP WKH IRUPXODWLRQ PDQXIDFWXULQJ SURFHVV
FRQWDLQHUFORVXUHV\VWHPPLFURELRORJLFDODWWULEXWHVDQGXVDJHLQVWUXFWLRQVDUHDSSURSULDWHIRU
WKH SXUSRVH VSHFLILHG LQ WKH DSSOLFDWLRQ 7KH VWXGLHV GHVFULEHG KHUH DUH GLVWLQJXLVKHG IURP
URXWLQH FRQWURO WHVWV FRQGXFWHG DFFRUGLQJ WR VSHFLILFDWLRQV $GGLWLRQDOO\ WKLV VHFWLRQ VKRXOG
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LGHQWLI\ DQG GHVFULEH WKH IRUPXODWLRQ DQG SURFHVV DWWULEXWHV FULWLFDO SDUDPHWHUV  WKDW FDQ
LQIOXHQFHEDWFKUHSURGXFLELOLW\SURGXFWSHUIRUPDQFHDQGGUXJSURGXFWTXDOLW\6XSSRUWLYHGDWD
DQGUHVXOWVIURPVSHFLILFVWXGLHVRUSXEOLVKHGOLWHUDWXUHFDQEHLQFOXGHGZLWKLQRUDWWDFKHGWRWKH
3KDUPDFHXWLFDO 'HYHORSPHQW VHFWLRQ $GGLWLRQDO VXSSRUWLYH GDWD FDQ EH UHIHUHQFHG WR WKH
UHOHYDQWQRQFOLQLFDORUFOLQLFDOVHFWLRQVRIWKHDSSOLFDWLRQ.


&RPSRQHQWVRIWKH'UXJ3URGXFW


Drug Substance
7KHFRPSDWLELOLW\RIWKHGUXJVXEVWDQFHZLWKH[FLSLHQWVVWDELOL]HUVDGMXYDQWVOLVWHGVKRXOGEH
GLVFXVVHG
,IWKHPDQXIDFWXUHURIWKH'UXJ6XEVWDQFHLVGLIIHUHQWIURPWKHPDQXIDFWXUHURIWKH'UXJ3URGXFW
LWVKRXOGEHLQGLFDWHG
Excipients, stabilizers, adjuvants
7KHFKRLFHRIH[FLSLHQWVVWDELOL]HUVDGMXYDQWVOLVWHGWKHLUFRQFHQWUDWLRQWKHLUFKDUDFWHULVWLFVWKDW
FDQ LQIOXHQFH WKH GUXJ SURGXFW SHUIRUPDQFH VKRXOG EH GLVFXVVHG UHODWLYH WR WKHLU UHVSHFWLYH
IXQFWLRQV


)RUPXODWLRQ'HYHORSPHQW


$EULHIVXPPDU\GHVFULELQJWKHGHYHORSPHQWRIWKHGUXJSURGXFWVKRXOGEHSURYLGHGWDNLQJLQWR
FRQVLGHUDWLRQWKHSURSRVHGURXWHRIDGPLQLVWUDWLRQDQGXVDJH7KHGLIIHUHQFHVEHWZHHQFOLQLFDO
IRUPXODWLRQV DQG WKH IRUPXODWLRQ LQ WKH ILQLVKHG SURGXFW VKRXOG EH GLVFXVVHG 5HVXOWV IURP
FRPSDUDWLYH LQ YLWUR VWXGLHV RU FRPSDUDWLYH LQ YLYR VWXGLHV VKRXOG EH GLVFXVVHG ZKHQ
DSSURSULDWH


0DQXIDFWXULQJ3URFHVV'HYHORSPHQW


7KHVHOHFWLRQDQGRSWLPLVDWLRQRIWKHPDQXIDFWXULQJSURFHVVLQSDUWLFXODULWVFULWLFDODVSHFWV
VKRXOGEHH[SODLQHG'LIIHUHQFHVEHWZHHQWKHPDQXIDFWXULQJSURFHVV HV XVHGWRSURGXFHSLYRWDO
FOLQLFDOEDWFKHVDQGWKHSURFHVVGHVFULEHGLQILQLVKHGSURGXFWWKDWFDQLQIOXHQFHWKHSHUIRUPDQFH
RIWKHSURGXFWVKRXOGEHGLVFXVVHG


&RQWDLQHU&ORVXUH6\VWHP


7KHVXLWDELOLW\RIWKHFRQWDLQHUFORVXUHV\VWHPXVHGIRUWKHVWRUDJHWUDQVSRUWDWLRQ VKLSSLQJ DQG
XVHRIWKHGUXJSURGXFW VKRXOGEHGLVFXVVHG7KLV GLVFXVVLRQVKRXOGFRQVLGHUHJFKRLFHRI
PDWHULDOVSURWHFWLRQIURPPRLVWXUHDQGOLJKWFRPSDWLELOLW\RIWKHPDWHULDOVRIFRQVWUXFWLRQZLWK
WKH GRVDJH IRUP LQFOXGLQJ VRUSWLRQ WR FRQWDLQHU DQG OHDFKLQJ  VDIHW\ RI PDWHULDOV RI
FRQVWUXFWLRQDQGSHUIRUPDQFH VXFKDVUHSURGXFLELOLW\RIWKHGRVHGHOLYHU\IURPWKHGHYLFHZKHQ
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SUHVHQWHGDVSDUWRIWKHGUXJSURGXFW 

$ GHVFULSWLRQ RI WKH FRQWDLQHU FORVXUH V\VWHPV VKRXOG EH SURYLGHG LQFOXGLQJ WKH LGHQWLW\ RI
PDWHULDOV RI FRQVWUXFWLRQ RI HDFK SULPDU\ SDFNDJLQJ FRPSRQHQW DQG LWV VSHFLILFDWLRQ 7KH
VSHFLILFDWLRQV VKRXOG LQFOXGH GHVFULSWLRQ DQG LGHQWLILFDWLRQ DQG FULWLFDO GLPHQVLRQV ZLWK
GUDZLQJV ZKHUH DSSURSULDWH  1RQFRPSHQGLDO PHWKRGV ZLWK YDOLGDWLRQ  VKRXOG EH LQFOXGHG
ZKHUHDSSURSULDWH)RUQRQIXQFWLRQDOVHFRQGDU\SDFNDJLQJFRPSRQHQWV HJWKRVHWKDWQHLWKHU
SURYLGHDGGLWLRQDOSURWHFWLRQQRUVHUYHWRGHOLYHUWKHSURGXFW RQO\DEULHIGHVFULSWLRQVKRXOGEH
SURYLGHG )RU IXQFWLRQDO VHFRQGDU\ SDFNDJLQJ FRPSRQHQWV DGGLWLRQDO LQIRUPDWLRQ VKRXOG EH
SURYLGHG


&RPSDWLELOLW\RIGLOXHQWV


,IWKHYDFFLQHLVO\RSKLOL]HGWKHFRPSDWLELOLW\RIWKHGUXJSURGXFWZLWKUHFRQVWLWXWLRQGLOXHQW V 
RUGRVDJHGHYLFHV±LIDSSOLFDEOHVKRXOGEHDGGUHVVHGWRSURYLGHDSSURSULDWHDQGVXSSRUWLYH
LQIRUPDWLRQIRUWKHODEHOLQJ

 %DWFK)RUPXOD

$EDWFKIRUPXODVKRXOGEHSURYLGHGWKDWLQFOXGHVDOLVWRIDOOFRPSRQHQWVRIWKHGRVDJHIRUPWR
EHXVHGLQWKHPDQXIDFWXULQJSURFHVVWKHLUDPRXQWVRQDSHUEDWFKEDVLVLQFOXGLQJRYHUDJHV
DQGDUHIHUHQFHWRWKHLUTXDOLW\VWDQGDUGV


'HVFULSWLRQRI0DQXIDFWXULQJ3URFHVVDQG3URFHVV&RQWUROV


$IORZGLDJUDPVKRXOGEHSUHVHQWHGJLYLQJWKHVWHSVRIWKHSURFHVVDQGVKRZLQJZKHUHPDWHULDOV
HQWHUWKHSURFHVV7KHFULWLFDOVWHSVDQGSRLQWVDWZKLFKSURFHVVFRQWUROVLQWHUPHGLDWHWHVWVRU
ILQDO SURGXFW FRQWUROV DUH FRQGXFWHG VKRXOG EH LGHQWLILHG $ QDUUDWLYH GHVFULSWLRQ RI WKH
PDQXIDFWXULQJSURFHVVLQFOXGLQJSDFNDJLQJWKDWUHSUHVHQWVWKHVHTXHQFHRIVWHSVXQGHUWDNHQ
DQG WKH VFDOH RI SURGXFWLRQ VKRXOG DOVR EH SURYLGHG 1RYHO SURFHVVHV RU WHFKQRORJLHV DQG
SDFNDJLQJRSHUDWLRQVWKDWGLUHFWO\DIIHFWSURGXFWTXDOLW\VKRXOGEHGHVFULEHGZLWKDJUHDWHUOHYHO
RIGHWDLO
(TXLSPHQWVKRXOGDWOHDVWEHLGHQWLILHGE\W\SHDQGZRUNLQJFDSDFLW\ZKHUHUHOHYDQW
6WHSVLQWKHSURFHVVVKRXOGKDYHWKHDSSURSULDWHSURFHVVSDUDPHWHUVLGHQWLILHG
 &RQWUROVRI&ULWLFDO6WHSVDQG,QWHUPHGLDWHV

7HVWVDQGDFFHSWDQFHFULWHULDVKRXOGEHSURYLGHG ZLWKMXVWLILFDWLRQLQFOXGLQJH[SHULPHQWDOGDWD 
SHUIRUPHG DW WKH FULWLFDO VWHSV RI WKH PDQXIDFWXULQJ SURFHVV WR HQVXUH WKDW WKH SURFHVV LV
FRQWUROOHG,QIRUPDWLRQRQWKHTXDOLW\DQGFRQWURORILQWHUPHGLDWHVLVRODWHGGXULQJWKHSURFHVV
VKRXOGEHSURYLGHG
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 3URFHVV9DOLGDWLRQDQGRU(YDOXDWLRQ

3URFHVVYDOLGDWLRQ EDVHGRQTXDOLW\ULVNEDVHGDSSURDFK DQGGHPRQVWUDWLRQRIFRQVLVWHQF\RI
SURGXFWLRQDWWKHSURGXFWLRQVFDOHXVHGIRUWKHORWVWREHGLVWULEXWHG
8VHRIPXOWLSOHVLWHVIRUSURGXFWLRQRI'UXJ3URGXFWVKRXOGEHVXSSRUWHGE\GHPRQVWUDWLRQRI
DQDO\WLFDOFRPSDUDELOLW\

1%LIIXOOFKDUDFWHUL]DWLRQLVQRWSRVVLEOHDWWKHWLPHRIVXEPLVVLRQDGHTXDWHMXVWLILFDWLRQPXVW
EHVXEPLWWHGDVWRZK\QRWDQGDSODQPXVWEHSUHVHQWHGWRDGGUHVVWKHGDWDJDSVDQDO\VLV

 &RQWURORI'UXJ3URGXFW

7KHVSHFLILFDWLRQ V IRUWKHGUXJSURGXFWDQGWKHDQDO\WLFDOSURFHGXUHVXVHGIRUWHVWLQJWKHGUXJ
SURGXFWVKRXOGEHSURYLGHG

$QDO\WLFDO YDOLGDWLRQ LQIRUPDWLRQ LQFOXGLQJ H[SHULPHQWDO GDWD IRU WKH DQDO\WLFDO SURFHGXUHV
XVHGIRUWHVWLQJWKHGUXJSURGXFWVKRXOGEHSURYLGHG

-XVWLILFDWLRQIRUWKHSURSRVHGGUXJSURGXFWVSHFLILFDWLRQ V VKRXOGEHSURYLGHG

 &RQWURORIH[FLSLHQWVVWDELOL]HUVDGMXYDQWV

7KHVSHFLILFDWLRQVIRUH[FLSLHQWVDQGWKHDQDO\WLFDOSURFHGXUHVXVHGIRUWHVWLQJWKHH[FLSLHQWV
VKRXOGEHSURYLGHGZKHUHDSSURSULDWH

$QDO\WLFDO YDOLGDWLRQ LQIRUPDWLRQ LQFOXGLQJ H[SHULPHQWDO GDWD IRU WKH DQDO\WLFDO SURFHGXUHV
XVHGIRUWHVWLQJWKHH[FLSLHQWVVKRXOGEHSURYLGHGZKHUHDSSURSULDWH

-XVWLILFDWLRQIRUWKHSURSRVHGH[FLSLHQWVSHFLILFDWLRQVVKRXOGEHSURYLGHGZKHUHDSSURSULDWH

)RUH[FLSLHQW V  DQGDGMXYDQWV XVHGIRUWKHILUVW WLPHLQ DGUXJSURGXFW RUE\ DQHZURXWHRI
DGPLQLVWUDWLRQIXOOGHWDLOVRIPDQXIDFWXUHFKDUDFWHULVDWLRQDQGFRQWUROVZLWKFURVVUHIHUHQFHV
WRVXSSRUWLQJVDIHW\GDWD QRQFOLQLFDODQGRUFOLQLFDO VKRXOGEHSURYLGHGDFFRUGLQJWRWKHGUXJ
VXEVWDQFHIRUPDW
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 5HIHUHQFH6WDQGDUGVRU0DWHULDOV

,QIRUPDWLRQRQWKHUHIHUHQFHVWDQGDUGVRUUHIHUHQFHPDWHULDOVXVHGIRUWHVWLQJRIWKHGUXJSURGXFW
VKRXOGEHSURYLGHG
 6WDELOLW\

7KH W\SHV RI VWXGLHV FRQGXFWHG SURWRFROV XVHG DQG WKH UHVXOWV RI WKH VWXGLHV VKRXOG EH
VXPPDUL]HG 7KH VXPPDU\ VKRXOG LQFOXGH IRU H[DPSOH FRQFOXVLRQV ZLWK UHVSHFW WR VWRUDJH
FRQGLWLRQVDQGVKHOIOLIHDQGLIDSSOLFDEOHLQXVHVWRUDJHFRQGLWLRQVDQGVKHOIOLIH

6WDELOLW\GDWDIRUWKHYDFFLQHSURGXFHGDWWKHVFDOHSURGXFHGIRUWKHORWVDWWKHVFDOHLQWHQGHGIRU
GLVWULEXWLRQVKRXOGEHVXSSOLHG
*HQHUDOO\UHDOWLPHVWDELOLW\IURPWKUHHIXOOVFDOHSURGXFWLRQORWVLVSUHIHUUHG:LWKDSSURSULDWH
MXVWLILFDWLRQ DQG GLVFXVVLRQ ZLWK WKH :+2 D VFLHQWLILF ULVNEDVHG DSSURDFK WR GHWHUPLQH WKH
SURSRVHGYDFFLQHVKHOIOLIHLQWKHDEVHQFHRIUHDOWLPHVWDELOLW\GDWDRQWKHFRPPHUFLDOEDWFKHV
PD\EHFRQVLGHUHG)RUH[DPSOHGDWDJHQHUDWHGIURPVPDOOHUORWVVXFKDVFOLQLFDORUHQJLQHHULQJ
ORWVDQGRUGDWDJHQHUDWHGRQDGLIIHUHQWYDFFLQHXVLQJDVLPLODUSURFHVVDQGRUPDQXIDFWXULQJ
SODWIRUPPD\EHDSSURSULDWHIRUVXEPLVVLRQLQVXSSRUWRIWKHLQLWLDOUHFRPPHQGHGVKHOIOLIHIRU
WKHYDFFLQH. 
&RQVLGHUDWLRQRISODWIRUPVWDELOLW\GDWDSULRUNQRZOHGJHIURPHDUO\FOLQLFDOEDWFKHVRUVWDWLVWLFDO
PRGHOOLQJPD\DOVREHDSSOLHGWRIRUHFDVWH[SLU\RISURGXFW
7KH W\SHV RI VWXGLHV FRQGXFWHG SURWRFROV XVHG DQG WKH UHVXOWV RI WKH VWXGLHV VKRXOG EH
VXPPDUL]HG7KHVXPPDU\VKRXOGLQFOXGHUHVXOWVIRUH[DPSOHIURPIRUFHGGHJUDGDWLRQVWXGLHV
DQGVWUHVVFRQGLWLRQVDVZHOODVFRQFOXVLRQVZLWKUHVSHFWWRVWRUDJHFRQGLWLRQVDQGUHWHVWGDWHRU
VKHOIOLIHDVDSSURSULDWH
5HVXOWV RI WKH VWDELOLW\ VWXGLHV VKRXOG EH SUHVHQWHG LQ DQ DSSURSULDWH IRUPDW HJ WDEXODU
JUDSKLFDO QDUUDWLYH  ,QIRUPDWLRQ RQ WKH DQDO\WLFDO SURFHGXUHV XVHG WR JHQHUDWH WKH GDWD DQG
YDOLGDWLRQRIWKHVHSURFHGXUHVVKRXOGEHLQFOXGHG

/RQJWHUPVWDELOLW\VWXGLHVDVSDUWRISRVWOLVWLQJFRPPLWPHQWVZLOOEHGLVFXVVHG
:+2 PD\ FRQVLGHU FDQGLGDWH YDFFLQHV ZLWK FKDUDFWHULVWLFV WKDW ZRXOG QRW EH DFFHSWHG IRU
SUHTXDOLILFDWLRQ SURJUDPPDWLFVXLWDELOLW\FULWHULD 
D  9DFFLQHV UHTXLULQJ VWRUDJH DW OHVV WKDQ & DUH JHQHUDOO\ QRW DFFHSWHG IRU
SUHTXDOLILFDWLRQ +RZHYHU XQGHU WKLV HPHUJHQF\ SURFHGXUH VXFK YDFFLQHV FDQ EH
28

https://www.who.int/immunization_standards/vaccine_quality/ps_pq/en/
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FRQVLGHUHG8SRQUHFHLSWRIVXFKDQDSSOLFDWLRQ:+2VWDIIUHVSRQVLEOHIRUHPHUJHQF\
UHVSRQVHYDFFLQHGHSOR\PHQWZLOOEHLQIRUPHGE\WKH:+2(8/346HFUHWDULDWDQG
ZLOO EH UHTXHVWHG WR HYDOXDWH DQG FRQVLGHU ZKHWKHU UHFLSLHQW FRXQWULHV ZLOO UHTXLUH
DVVLVWDQFHZLWKUHJDUGVWRLQIUDVWUXFWXUHIRUYDFFLQHVWRUDJHDQGGLVWULEXWLRQDWUHTXLUHG
WHPSHUDWXUHV
E  5RXWLQHO\LIDYDFFLQHSUHVHQWHGIRUSUHTXDOLILFDWLRQUHTXLUHVVWRUDJHEHORZ&GXULQJ
LWVVKHOIOLIHSHULRGDPLQLPXPSHULRGRIVWRUDJHEHWZHHQ&DQG&RIPRQWKV
LVUHTXLUHG8QGHUWKLVHPHUJHQF\SURFHGXUHYDFFLQHVZLWKDVKHOIOLIHDWWR&RI
OHVVWKDQPRQWKVPD\EHFRQVLGHUHG7KHDSSOLFDWLRQVKRXOGLQFOXGHVWDELOLW\GDWDDW
WR&WRGHWHUPLQHWKHPLQLPXPDFFHSWDEOHVWRUDJHSHULRGDWWR&8SRQUHFHLSW
RI VXFK DQ DSSOLFDWLRQ :+2 VWDII UHVSRQVLEOH IRU HPHUJHQF\ UHVSRQVH YDFFLQH
GHSOR\PHQWZLOOEHLQIRUPHGE\WKH:+2(8/346HFUHWDULDWDQGZLOOEHUHTXHVWHGWR
HYDOXDWHDQGFRQVLGHUZKHWKHUUHFLSLHQWFRXQWULHVZLOOUHTXLUHDVVLVWDQFHZLWKUHJDUGVWR
LQIUDVWUXFWXUHIRUYDFFLQHVWRUDJHDQGGLVWULEXWLRQDWUHTXLUHGWHPSHUDWXUHV
F  5RXWLQHO\PXOWLGRVHYDFFLQHVIRUSUHTXDOLILFDWLRQVKRXOGFRQWDLQDGHTXDWHSUHVHUYDWLYH
XQOHVV WKH\ DUH OLYHDWWHQXDWHG YDFFLQHV ZKHUH WKH SUHVHUYDWLYH PD\ KDYH DQ DGYHUVH
HIIHFWRQWKHYLDELOLW\RIWKHYLUXV +RZHYHULIDPXOWLGRVHYDFFLQHVXEPLWWHGXQGHU
WKLVHPHUJHQF\SURFHGXUHGRHVQRWFRQWDLQDSUHVHUYDWLYHLQIRUPDWLRQSODQVRQKRZVXFK
DYDFFLQHFRXOGEHVDIHO\PDQDJHGLQWKHILHOGVKRXOGEHVXEPLWWHG
G  7KHUHTXLUHPHQWIRU990PD\EHZDLYHGZKLOHGDWDLVJHQHUDWHG$FFHOHUDWHGVWDELOLW\
GDWDPXVWEHLQFOXGHG7KLV LQIRUPDWLRQ LVUHTXLUHGWR DVVHVVLIWKHVWDELOLW\SURILOHDW
GLIIHUHQWWHPSHUDWXUHVPDWFKHVDQ\H[LVWLQJ990FDWHJRU\

 3RVWDSSURYDO6WDELOLW\3URWRFRODQG6WDELOLW\&RPPLWPHQW

7KHSRVWDSSURYDOVWDELOLW\SURWRFRODQGVWDELOLW\FRPPLWPHQWVKRXOGEHSURYLGHG$VGDWDIRU
UHDOWLPHVWDELOLW\ZLOOEHOLPLWHGDWWKHWLPHRIVXEPLVVLRQXSGDWHGLQIRUPDWLRQZLOOEHSDUWRI
WKHSRVWOLVWLQJFRPPLWPHQWV

 &KDQJHV
,IFKDQJHVLQWKHPDQXIDFWXULQJSURFHVVDUHLQWURGXFHGEHIRUHWKHDVVHVVPHQWLVILQDOL]HGRUDIWHU
WKHOLVWLQJWKHVHPXVWEHUHSRUWHGWR:+2DQGDOOLQIRUPDWLRQSURYLGHGIRUHYDOXDWLRQEHIRUH
WKHILQDOUHSRUWLVSUHSDUHG3RVWOLVWLQJFKDQJHVPXVWEHUHSRUWHGDFFRUGLQJWRWKH*XLGDQFHRQ
UHSRUWLQJYDULDWLRQVWRDSUHTXDOLILHGYDFFLQH



AR-04441

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 122 of 298 PageID 4983

&216,'(5$7,216)25(9$/8$7,212)&29,'9$&&,1(6Y

 ,QVSHFWLRQUHSRUWV

,QVSHFWLRQUHSRUW V IURPWKHUHVSRQVLEOH15$VKRZLQJFRPSOLDQFHZLWK *03UHTXLUHPHQWV
7DNLQJ LQ FRQVLGHUDWLRQ WKH FXUUHQW FKDOOHQJHV GXH WR WKH &29,' SDQGHPLF WKH :+2
347,16LVFRQVLGHULQJYDULRXVPHDVXUHVRIUHJXODWRU\IOH[LELOLW\LQFOXGLQJZDYLQJDQRQVLWH
LQVSHFWLRQ DQG DV D WHPSRUDU\ PHDVXUH FDUU\LQJ RXW D GHVN DVVHVVPHQW WR GHWHUPLQH WKH
FRPSOLDQFH RI WKH VLWH ZLWK *RRG 0DQXIDFWXULQJ 3UDFWLFHV *03  DQG 4XDOLW\ 0DQDJHPHQW
6\VWHP 406 UHTXLUHPHQWV

,QFDVHVZKHUHDQLQVSHFWLRQZDVGHHPHGQRWUHTXLUHGDYDOLG*03FHUWLILFDWHIRUWKHIDFLOLW\
VKRXOGEHSURYLGHG

 /DEHOOLQJ
9LDOODEHOFDUWRQODEHODQGSDFNDJHLQVHUWVKRXOGIROORZWKHPRGHOVSURYLGHGE\:+2

 6XPPDU\RISURGXFWFKDUDFWHULVWLF LQIRUPDWLRQIRUKHDOWKFDUHSURYLGHU 
 3DWLHQWLQIRUPDWLRQOHDIOHW
 &RQWDLQHUODEHOOLQJ
 $Q\RWKHULQVWUXFWLRQDOPDWHULDOVSURYLGHGWRWKHXVHU
 $ SODQ WR KHOS DVVXUH WKDW SURVSHFWLYH UHFLSLHQWV DQG KHDOWKFDUH SURYLGHUV DUH
DGHTXDWHO\LQIRUPHGDERXWWKHXQFHUWDLQWLHVUHJDUGLQJERWKWKHSRWHQWLDOEHQHILWV
DQGULVNV
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COVID-19 and mandatory vaccination:
Ethical considerations and caveats
Policy brief
13 April 2021

Background
9DFFLQHVDUHRQHRIWKHPRVWHIIHFWLYHWRROVIRUSURWHFWLQJSHRSOHDJDLQVW&29,'&RQVHTXHQWO\ZLWK&29,'YDFFLQDWLRQ
XQGHUZD\RURQWKHKRUL]RQLQPDQ\FRXQWULHVVRPHPD\EHFRQVLGHULQJZKHWKHUWRPDNH&29,'YDFFLQDWLRQPDQGDWRU\LQ
RUGHUWRLQFUHDVHYDFFLQDWLRQUDWHVDQGDFKLHYHSXEOLFKHDOWKJRDOVDQGLIVRXQGHUZKDWFRQGLWLRQVIRUZKRPDQGLQZKDWFRQWH[WV
,WLVQRWXQFRPPRQIRUJRYHUQPHQWVDQGLQVWLWXWLRQVWRPDQGDWHFHUWDLQDFWLRQVRUW\SHVRIEHKDYLRXULQRUGHUWRSURWHFWWKHZHOO
EHLQJRILQGLYLGXDOVRUFRPPXQLWLHV6XFKSROLFLHVFDQEHHWKLFDOO\MXVWLILHGDVWKH\PD\EHFUXFLDOWRSURWHFWWKHKHDOWKDQGZHOO
EHLQJ RI WKH SXEOLF 1HYHUWKHOHVV EHFDXVH SROLFLHV WKDW PDQGDWH DQ DFWLRQ RU EHKDYLRXU LQWHUIHUH ZLWK LQGLYLGXDO OLEHUW\ DQG
DXWRQRP\WKH\VKRXOGVHHNWREDODQFHFRPPXQDOZHOOEHLQJZLWKLQGLYLGXDOOLEHUWLHV  :KLOHLQWHUIHULQJZLWKLQGLYLGXDOOLEHUW\
GRHVQRWLQLWVHOIPDNHDSROLF\LQWHUYHQWLRQXQMXVWLILHGVXFKSROLFLHVUDLVHDQXPEHURIHWKLFDOFRQVLGHUDWLRQVDQGFRQFHUQVDQG
VKRXOGEHMXVWLILHGE\DGYDQFLQJDQRWKHUYDOXDEOHVRFLDOJRDOOLNHSURWHFWLQJSXEOLFKHDOWK
7KLV GRFXPHQW GRHV QRW SURYLGH D SRVLWLRQ WKDW HQGRUVHV RU RSSRVHV PDQGDWRU\ &29,' YDFFLQDWLRQ 5DWKHU LW LGHQWLILHV
LPSRUWDQW HWKLFDO FRQVLGHUDWLRQV DQG FDYHDWV WKDW VKRXOG EH H[SOLFLWO\ HYDOXDWHG DQG GLVFXVVHG WKURXJK HWKLFDO DQDO\VLV E\
JRYHUQPHQWVDQGRULQVWLWXWLRQDOSROLF\PDNHUVZKRPD\EHFRQVLGHULQJPDQGDWHVIRU&29,'YDFFLQDWLRQ

What does “mandatory vaccination” entail?
Sub-heading
&RQWHPSRUDU\IRUPVRI³PDQGDWRU\YDFFLQDWLRQ´FRPSHOYDFFLQDWLRQE\GLUHFWRULQGLUHFWWKUHDWVRILPSRVLQJUHVWULFWLRQVLQFDVHV
RIQRQFRPSOLDQFH  7\SLFDOO\PDQGDWRU\YDFFLQDWLRQSROLFLHVSHUPLWDOLPLWHGQXPEHURIH[FHSWLRQVUHFRJQL]HGE\OHJLWLPDWH
DXWKRULWLHV HJPHGLFDOFRQWUDLQGLFDWLRQV   'HVSLWHLWVQDPHµPDQGDWRU\YDFFLQDWLRQ´LVQRWWUXO\FRPSXOVRU\LHIRUFHRU
WKUHDWRIFULPLQDOVDQFWLRQDUHQRWXVHGLQFDVHVRIQRQFRPSOLDQFH,WLVWKHUHIRUHWKHNLQGRIPDQGDWRU\YDFFLQDWLRQGHVFULEHGDW
WKHEHJLQQLQJRIWKLVSDUDJUDSKWRZKLFKZHUHIHULQWKLVGRFXPHQW6WLOO³PDQGDWRU\YDFFLQDWLRQ´SROLFLHVOLPLWLQGLYLGXDOFKRLFH
LQQRQWULYLDOZD\VE\PDNLQJYDFFLQDWLRQDFRQGLWLRQRIIRUH[DPSOHDWWHQGLQJVFKRRORUZRUNLQJLQSDUWLFXODULQGXVWULHVRUVHWWLQJV
OLNHKHDOWKFDUH6XFKSROLFLHVDUHQRWXQFRPPRQ  DOWKRXJKLWVKRXOGEHQRWHGWKDWWKH:RUOG+HDOWK2UJDQL]DWLRQ :+2 GRHV
QRWSUHVHQWO\VXSSRUWWKHGLUHFWLRQRIPDQGDWHVIRU&29,'YDFFLQDWLRQKDYLQJDUJXHGWKDWLWLVEHWWHUWRZRUNRQLQIRUPDWLRQ
FDPSDLJQV DQGPDNLQJYDFFLQHVDFFHVVLEOH  ,QDGGLWLRQ:+2UHFHQWO\LVVXHGDSRVLWLRQVWDWHPHQWWKDWQDWLRQDODXWKRULWLHVDQG
FRQYH\DQFHRSHUDWRUVVKRXOGQRWUHTXLUH&29,'YDFFLQDWLRQDVDFRQGLWLRQRILQWHUQDWLRQDOWUDYHO  
/DZVDQGWKHOHJDOMXVWLILFDWLRQVIRUPDQGDWRU\YDFFLQDWLRQGLIIHUE\MXULVGLFWLRQ  $OHJDOREOLJDWLRQWREHYDFFLQDWHGLVGLVWLQFW
IURPDQHWKLFDOREOLJDWLRQLQVRIDUDVWKHODWWHULVQRWHQIRUFHGE\WKUHDWVRIUHVWULFWLRQVLQWKHFDVHRIQRQFRPSOLDQFH7KHIRFXVRI
WKLVGRFXPHQWLVHWKLFDOFRQVLGHUDWLRQVDQGFDYHDWVIRUPDQGDWRU\&29,'YDFFLQDWLRQSROLFLHV

Ethical considerations and caveats regarding mandatory COVID-19 vaccination
7KH IROORZLQJ FRQVLGHUDWLRQV DQG FDYHDWV VKRXOG DOO EH H[SOLFLWO\ HYDOXDWHG DQG GLVFXVVHG WKURXJK DQ HWKLFDO DQDO\VLV E\
JRYHUQPHQWV DQGRU LQVWLWXWLRQDO SROLF\PDNHUV ZKR PD\ EH FRQVLGHULQJ PDQGDWHV IRU &29,' YDFFLQDWLRQ 7KH\ VKRXOG EH
FRQVLGHUHGDORQJVLGHRWKHUUHOHYDQWVFLHQWLILFPHGLFDOOHJDODQGSUDFWLFDOFRQVLGHUDWLRQVQRWGHVFULEHGLQWKLVGRFXPHQW
1. Necessity and proportionality
0DQGDWRU\YDFFLQDWLRQVKRXOGEHFRQVLGHUHGRQO\LILWLVQHFHVVDU\IRUDQGSURSRUWLRQDWHWRWKHDFKLHYHPHQWRIDQLPSRUWDQW SXEOLF
KHDOWKJRDO LQFOXGLQJVRFLRHFRQRPLFJRDOV LGHQWLILHGE\ DOHJLWLPDWHSXEOLFKHDOWKDXWKRULW\,IVXFKDSXEOLFKHDOWKJRDO HJKHUG
LPPXQLW\SURWHFWLQJWKHPRVWYXOQHUDEOHSURWHFWLQJWKHFDSDFLW\RIWKHDFXWHKHDOWKFDUHV\VWHP FDQEHDFKLHYHGZLWKOHVVFRHUFLYH
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RULQWUXVLYHSROLF\LQWHUYHQWLRQV HJSXEOLFHGXFDWLRQ DPDQGDWHZRXOGQRWEHHWKLFDOO\MXVWLILHGDVDFKLHYLQJSXEOLFKHDOWKJRDOV
ZLWKOHVVUHVWULFWLRQRILQGLYLGXDOOLEHUW\DQGDXWRQRP\\LHOGVDPRUHIDYRXUDEOHULVNEHQHILWUDWLR  
$VPDQGDWHVUHSUHVHQWDSROLF\RSWLRQWKDWLQWHUIHUHVZLWKLQGLYLGXDOOLEHUW\DQGDXWRQRP\WKH\VKRXOGEHFRQVLGHUHGRQO\LIWKH\
ZRXOGLQFUHDVHWKHSUHYHQWLRQRIVLJQLILFDQWULVNVRIPRUELGLW\DQGPRUWDOLW\DQGRUSURPRWHVLJQLILFDQWDQGXQHTXLYRFDOSXEOLF
KHDOWKEHQHILWV,ILPSRUWDQWSXEOLFKHDOWKREMHFWLYHVFDQQRWEHDFKLHYHGZLWKRXWDPDQGDWH±IRULQVWDQFHLIDVXEVWDQWLDOSRUWLRQ
RILQGLYLGXDOVDUHDEOHEXWXQZLOOLQJWREHYDFFLQDWHGDQGWKLVLVOLNHO\WRUHVXOWLQVLJQLILFDQWULVNVRIKDUP±WKHLUFRQFHUQVVKRXOG
EHDGGUHVVHGSURDFWLYHO\LISRVVLEOH,IDGGUHVVLQJVXFKFRQFHUQVLVLQHIIHFWLYHDQGWKRVHFRQFHUQVUHPDLQDEDUULHUWRDFKLHYHPHQW
RISXEOLFKHDOWKREMHFWLYHVDQGRULIORZYDFFLQDWLRQUDWHVLQWKHDEVHQFHRIDPDQGDWHSXWRWKHUVDWVLJQLILFDQWULVNRIVHULRXVKDUP
DPDQGDWHPD\EHFRQVLGHUHG³QHFHVVDU\´WRDFKLHYHSXEOLFKHDOWKREMHFWLYHV,QWKLVFDVHWKRVHSURSRVLQJWKHPDQGDWHVKRXOG
FRPPXQLFDWHWKHUHDVRQVIRUWKHPDQGDWHWRWKHDIIHFWHGFRPPXQLWLHVWKURXJKHIIHFWLYHFKDQQHOVDQGILQGZD\VWRLPSOHPHQWWKH
PDQGDWHVXFKWKDWLWDFFRPPRGDWHVWKHUHDVRQDEOHFRQFHUQVRIFRPPXQLWLHV,QGLYLGXDOOLEHUWLHVVKRXOGQRWEHFKDOOHQJHGIRUORQJHU
WKDQQHFHVVDU\3ROLF\PDNHUVVKRXOGWKHUHIRUHIUHTXHQWO\UHHYDOXDWHWKHPDQGDWHWRHQVXUHLWUHPDLQVQHFHVVDU\DQGSURSRUWLRQDWH
WRDFKLHYHSXEOLFKHDOWKJRDOV,QDGGLWLRQWKHQHFHVVLW\RIDPDQGDWHWRDFKLHYHSXEOLFKHDOWKJRDOVVKRXOGEHHYDOXDWHGLQWKH
FRQWH[WRIWKHSRVVLELOLW\WKDWUHSHDWHGYDFFLQDWLRQVPD\EHUHTXLUHGDVWKHYLUXVHYROYHVDVWKLVPD\FKDOOHQJHWKHSRVVLELOLW\RID
PDQGDWHWRUHDOLVWLFDOO\DFKLHYHLQWHQGHGSXEOLFKHDOWKREMHFWLYHV

2. Sufficient evidence of vaccine safety
'DWDVKRXOGEHDYDLODEOHWKDWGHPRQVWUDWHWKHYDFFLQHEHLQJPDQGDWHGKDVEHHQIRXQGWREHVDIHLQWKHSRSXODWLRQVIRUZKRPWKH
YDFFLQHLVWREHPDGHPDQGDWRU\:KHQVDIHW\GDWDDUHODFNLQJRUZKHQWKH\VXJJHVWWKHULVNVDVVRFLDWHGZLWKYDFFLQDWLRQRXWZHLJK
WKHULVNVRIKDUPZLWKRXWWKHYDFFLQHWKHPDQGDWHZRXOGQRWEHHWKLFDOO\MXVWLILHGSDUWLFXODUO\ZLWKRXWDOORZLQJIRUUHDVRQDEOH
H[FHSWLRQV HJPHGLFDOFRQWUDLQGLFDWLRQV 3ROLF\PDNHUVVKRXOGFRQVLGHUVSHFLILFDOO\ZKHWKHUYDFFLQHVDXWKRUL]HGIRUHPHUJHQF\
RUFRQGLWLRQDOXVHPHHWDQHYLGHQWLDU\WKUHVKROGIRUVDIHW\VXIILFLHQWIRUDPDQGDWH  ,QWKHDEVHQFHRIVXIILFLHQWHYLGHQFHRI
VDIHW\WKHUHZRXOGEHQRJXDUDQWHHWKDWPDQGDWLQJYDFFLQDWLRQZRXOGDFKLHYHWKHJRDORISURWHFWLQJSXEOLFKHDOWK)XUWKHUPRUH
FRHUFLYHH[SRVXUHRISRSXODWLRQVWRDSRWHQWLDOO\KDUPIXOSURGXFWZRXOGYLRODWHWKHHWKLFDOREOLJDWLRQWRSURWHFWWKHSXEOLFIURP
XQQHFHVVDU\KDUPZKHQWKHKDUPWKHSURGXFWPLJKWFDXVHRXWZHLJKVWKHGHJUHHRIKDUPWKDWPLJKWH[LVWZLWKRXWWKHSURGXFW
(YHQZKHQWKHYDFFLQHLVFRQVLGHUHGVXIILFLHQWO\VDIHPDQGDWRU\YDFFLQDWLRQVKRXOGEHLPSOHPHQWHGZLWKQRIDXOWFRPSHQVDWLRQ
VFKHPHV WR DGGUHVV DQ\ YDFFLQHUHODWHG KDUP WKDW PLJKW RFFXU 7KLV LV LPSRUWDQW DV LW ZRXOG EH XQIDLU WR UHTXLUH SHRSOH ZKR
H[SHULHQFHYDFFLQHUHODWHGKDUPWRVHHNOHJDOUHPHG\IURPKDUPUHVXOWLQJIURPDPDQGDWRU\LQWHUYHQWLRQ  6XFKFRPSHQVDWLRQ
ZRXOGGHSHQGRQFRXQWULHV¶KHDOWKV\VWHPVLQFOXGLQJWKHH[WHQWRIXQLYHUVDOKHDOWKFRYHUDJHDQGKRZWKH\DGGUHVVKDUPIURP
YDFFLQHVWKDWDUHQRWIXOO\OLFHQVHG HJYDFFLQHVDXWKRUL]HGIRUHPHUJHQF\RUFRQGLWLRQDOXVH 

3. Sufficient evidence of vaccine efficacy and effectiveness
'DWDRQHIILFDF\DQGHIIHFWLYHQHVVVKRXOGEHDYDLODEOHWKDWVKRZWKHYDFFLQHLVHIILFDFLRXVLQWKHSRSXODWLRQIRUZKRPYDFFLQDWLRQ
LVWREHPDQGDWHGDQGWKDWWKHYDFFLQHLVDQHIIHFWLYHPHDQVRIDFKLHYLQJDQLPSRUWDQWSXEOLFKHDOWKJRDO)RULQVWDQFHLIPDQGDWRU\
YDFFLQDWLRQLVFRQVLGHUHGQHFHVVDU\WRLQWHUUXSWWUDQVPLVVLRQFKDLQVDQGSUHYHQWKDUPWRRWKHUVWKHUHVKRXOGEHVXIILFLHQWHYLGHQFH
WKDWWKHYDFFLQHLVHIILFDFLRXVLQSUHYHQWLQJVHULRXVLQIHFWLRQDQGRUWUDQVPLVVLRQ$OWHUQDWLYHO\LIDPDQGDWHLVFRQVLGHUHGQHFHVVDU\
WRSUHYHQWKRVSLWDOL]DWLRQDQGSURWHFWWKHFDSDFLW\RIWKHDFXWHKHDOWKFDUHV\VWHPWKHUHVKRXOGEHVXIILFLHQWHYLGHQFHWKDWWKHYDFFLQH
LVHIILFDFLRXVLQUHGXFLQJKRVSLWDOL]DWLRQ3ROLF\PDNHUVVKRXOGFDUHIXOO\FRQVLGHUZKHWKHUYDFFLQHVDXWKRUL]HGIRUHPHUJHQF\RU
FRQGLWLRQDOXVHPHHWHYLGHQWLDU\WKUHVKROGVIRUHIILFDF\DQGHIIHFWLYHQHVVVXIILFLHQWIRUDPDQGDWH  

4. Sufficient supply
,QRUGHUIRUDPDQGDWHWREHFRQVLGHUHGVXSSO\RIWKHDXWKRUL]HGYDFFLQHVKRXOGEHVXIILFLHQWDQGUHOLDEOHZLWKUHDVRQDEOHIUHH
DFFHVVIRUWKRVHIRUZKRPLWLVWREHPDGHPDQGDWRU\ LHWKHUHVKRXOGEHIHZEDUULHUVWKDWPDNHLWGLIILFXOWIRUSRSXODWLRQVDIIHFWHG
E\ WKH PDQGDWH WR DFFHVV WKH YDFFLQH  7KH DEVHQFHRI D VXIILFLHQW VXSSO\ DQGUHDVRQDEOH IUHH DFFHVV ZRXOG QRW RQO\ UHQGHUD
PDQGDWHLQHIIHFWLYHLQDFKLHYLQJYDFFLQHXSWDNHEXWZRXOGFUHDWHDQXQGXO\EXUGHQVRPHXQIDLUGHPDQGRQWKRVHZKRDUHUHTXLUHG
WREHYDFFLQDWHGEXWDUHXQDEOHWRDFFHVVWKHYDFFLQH6XFKDPDQGDWHZRXOGWKUHDWHQWRH[DFHUEDWHVRFLDOLQHTXLW\LQDFFHVVWR
KHDOWKFDUH

5. Public trust
3ROLF\PDNHUVKDYHDGXW\WRFDUHIXOO\FRQVLGHUWKHHIIHFWWKDWPDQGDWLQJYDFFLQDWLRQFRXOGKDYHRQSXEOLFFRQILGHQFHDQGSXEOLF
WUXVW DQG SDUWLFXODUO\ RQ FRQILGHQFH LQ WKH VFLHQWLILF FRPPXQLW\ DQG SXEOLF WUXVW LQ YDFFLQDWLRQ JHQHUDOO\   ,I VXFK D SROLF\
WKUHDWHQVWRXQGHUPLQHFRQILGHQFHDQGSXEOLFWUXVWLWPLJKWDIIHFWERWKYDFFLQHXSWDNHDQGDGKHUHQFHWRRWKHULPSRUWDQWSXEOLF
KHDOWKPHDVXUHVZKLFKFDQKDYHDQHQGXULQJHIIHFW  ,QSDUWLFXODUWKHFRHUFLYHSRZHUWKDWJRYHUQPHQWVRULQVWLWXWLRQVGLVSOD\
LQ D SURJUDPPH WKDW XQGHUPLQHV YROXQWDULQHVV FRXOG KDYH XQLQWHQGHG QHJDWLYH FRQVHTXHQFHV IRU YXOQHUDEOH RU PDUJLQDOL]HG
SRSXODWLRQV  +LJKSULRULW\VKRXOGWKHUHIRUHEHJLYHQWRWKUHDWVWRSXEOLFWUXVWDQGFRQILGHQFHDPRQJVWKLVWRULFDOO\GLVDGYDQWDJHG
PLQRULW\ SRSXODWLRQV HQVXULQJ WKDW FXOWXUDO FRQVLGHUDWLRQV DUH WDNHQ LQWR DFFRXQW 9DFFLQH KHVLWDQF\ PD\ EH VWURQJHU LQ VXFK
SRSXODWLRQVDQGPD\QRWEHUHVWULFWHGWRFRQFHUQVRIVDIHW\DQGHIILFDF\  DVPLVWUXVWLQDXWKRULWLHVPD\EHURRWHGLQKLVWRULHVRI
XQHWKLFDOPHGLFDODQGSXEOLFKHDOWKSROLFLHVDQGSUDFWLFHVDVZHOODVVWUXFWXUDOLQHTXLW\  6XFKSRSXODWLRQVPD\UHJDUGPDQGDWRU\
YDFFLQDWLRQDVDQRWKHUIRUPRILQHTXLW\RURSSUHVVLRQPDNLQJLWPRUHGLIILFXOWIRUWKHPWRDFFHVVMREVDQGHVVHQWLDOVHUYLFHV  
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7KHH[WHQWWRZKLFKPDQGDWRU\YDFFLQDWLRQSROLFLHVDFFRPPRGDWHFRQVFLHQWLRXVREMHFWLRQPD\DOVRDIIHFWSXEOLFWUXVW  7KHUH
VKRXOGKRZHYHUEHVWULFWVFLHQWLILFDQGSUXGHQWLDOOLPLWVWRDSSHDOVIRUDFFRPPRGDWLRQRU³FRQVFLHQWLRXVREMHFWLRQ´HVSHFLDOO\
ZKHQVXFKDFFRPPRGDWLRQPLJKWEHXVHGE\LQGLYLGXDOVWRµIUHHULGH¶WKHSXEOLFKHDOWKJRRGRIKHUGLPPXQLW\RULIWKH\WKUHDWHQ
SXEOLFKHDOWKDQGRWKHUV¶ULJKWQRWWREHLQIHFWHGZLWKDYLUXOHQWLQIHFWLRXVGLVHDVH  

6. Ethical processes of decision-making
7UDQVSDUHQF\ DQG VWHSZLVH GHFLVLRQPDNLQJ E\ OHJLWLPDWH SXEOLF KHDOWK DXWKRULWLHV VKRXOG EH IXQGDPHQWDO HOHPHQWV RI HWKLFDO
DQDO\VLV DQG GHFLVLRQPDNLQJ DERXW PDQGDWRU\ YDFFLQDWLRQ 5HDVRQDEOH HIIRUW VKRXOG EH PDGH WR HQJDJH DIIHFWHG SDUWLHV DQG
UHOHYDQWVWDNHKROGHUVDQGSDUWLFXODUO\WKRVHZKRDUHYXOQHUDEOHRUPDUJLQDOL]HGWRHOLFLWDQGXQGHUVWDQGWKHLUSHUVSHFWLYHV6WHSV
VKRXOGEHWDNHQLQJRRGIDLWKWRUHVSHFWKXPDQULJKWVREOLJDWLRQVQRWWRGLVFULPLQDWHRUGLVSURSRUWLRQDWHO\GLVDGYDQWDJHYXOQHUDEOH
SRSXODWLRQV /HJLWLPDWH SXEOLF KHDOWK DXWKRULWLHV WKDW DUH FRQWHPSODWLQJ PDQGDWRU\ YDFFLQDWLRQ SROLFLHV VKRXOG XVH WUDQVSDUHQW
GHOLEHUDWLYHSURFHGXUHVWRFRQVLGHUWKHHWKLFDOLVVXHVRXWOLQHGLQWKLVGRFXPHQWLQDQH[SOLFLWHWKLFDODQDO\VLVLQFOXGLQJWKHWKUHVKROG
RIHYLGHQFHQHFHVVDU\IRUYDFFLQHVDIHW\DQGHIILFDF\WRMXVWLI\DPDQGDWH$VLQRWKHUFRQWH[WVPHFKDQLVPVVKRXOGEHLQSODFHWR
PRQLWRUHYLGHQFHFRQVWDQWO\DQGWRUHYLVHVXFKGHFLVLRQVSHULRGLFDOO\


Mandatory COVID-19 vaccination in context
$XWKRUL]HG&29,'YDFFLQHVKDYHEHHQVKRZQWREHVDIHDQGHIILFDFLRXVLQSUHYHQWLQJVHYHUHGLVHDVHDQGGHDWKDQGLWLVFOHDU
WKDWYDFFLQHVXSSO\ZLOOFRQWLQXHWRLQFUHDVHJOREDOO\DOEHLWLQHTXLWDEO\7KDWEHLQJVDLGWKHQDWXUHRIWKH&29,'SDQGHPLF
DQG HYLGHQFH RQ YDFFLQH VDIHW\ HIILFDF\ DQG HIIHFWLYHQHVV FRQWLQXH WR HYROYH LQFOXGLQJ ZLWK UHVSHFW WR YDULDQWV RI FRQFHUQ 
&RQVHTXHQWO\WKHVL[FRQVLGHUDWLRQVLGHQWLILHGDERYHDUHGHVFULEHGJHQHUDOO\VRWKDWWKH\FDQEHDSSOLHGDWDQ\SRLQWLQWLPHDQGLQ
DQ\FRQWH[W)RULOOXVWUDWLYHSXUSRVHVZHQRZWXUQRXUDWWHQWLRQWRWKHDSSOLFDWLRQRIWKHVHHWKLFDOFRQVLGHUDWLRQVLQWKUHHVHWWLQJV
IRUZKLFKPDQGDWRU\YDFFLQDWLRQLVFRPPRQO\GLVFXVVHGIRUWKHJHQHUDOSXEOLFLQVFKRROVDQGIRUKHDOWKZRUNHUV

The general public
9DFFLQDWLRQPDQGDWHVIRUJHQHUDODGXOWSRSXODWLRQVDUHUDUH  ,QWKHDEVHQFHRIDVXIILFLHQWUHOLDEOHYDFFLQHVXSSO\WKDWZRXOG
SHUPLWHYHU\HOLJLEOHPHPEHURIWKHJHQHUDOSXEOLFWREHYDFFLQDWHGDPDQGDWHIRUWKHJHQHUDOSXEOLFZRXOGIDLOWRDGGUHVVHWKLFDO
FRQVLGHUDWLRQUHJDUGLQJVXIILFLHQWVXSSO\(YHQLIWKHUHLVDVXIILFLHQWUHOLDEOHYDFFLQHVXSSO\SROLF\PDNHUVVKRXOGFRQVLGHU
ZKHWKHUPDQGDWRU\YDFFLQDWLRQRIWKHJHQHUDOSRSXODWLRQLVQHFHVVDU\DQGSURSRUWLRQDWHWRDFKLHYHLQWHQGHGSXEOLFKHDOWKJRDOV
HWKLFDOFRQVLGHUDWLRQ 0RUHHYLGHQFHPD\EHUHTXLUHGDERXWYDFFLQHXSWDNHWRGHWHUPLQHZKHWKHUDPDQGDWHLVQHFHVVDU\ZKLFK
ZLOO GHSHQG RQ ORFDO FRQWH[WV DQG RQ WKH JRDOV RI WKH KHDOWK V\VWHP HJ DFKLHYHPHQW RI KHUG LPPXQLW\ SURWHFWLQJ WKH PRVW
YXOQHUDEOH 6LPLODUO\WKHH[WHQWWRZKLFKDPDQGDWHIRUWKHJHQHUDOSXEOLFLVSURSRUWLRQDOZLOOGHSHQGWRVRPHH[WHQWRQWKHORFDO
FRQWH[WJLYHQWKHYDULDWLRQLQ&29,'HSLGHPLRORJ\LQGLIIHUHQWMXULVGLFWLRQV(YHQLIWKHUHLVDVXIILFLHQWVXSSO\DQGDPDQGDWH
IRU YDFFLQDWLRQ RI WKH JHQHUDO SXEOLF LV FRQVLGHUHG QHFHVVDU\ DQG SURSRUWLRQDWH SROLF\PDNHUV VKRXOG VWLOO FRQVLGHU ZKHWKHU D
PDQGDWHIRUWKHJHQHUDOSXEOLFZRXOGWKUHDWHQSXEOLFWUXVWRUH[DFHUEDWHLQHTXLW\IRUWKHPRVWYXOQHUDEOHRUPDUJLQDOL]HG HWKLFDO
FRQVLGHUDWLRQ 

In schools
*LYHQWKHODFNRIGDWDRQWKHVDIHW\DQGHIILFDF\RI&29,'YDFFLQHVIRUFKLOGUHQ HWKLFDOFRQVLGHUDWLRQVDQG &29,'
YDFFLQHVKDYHQRW\HWEHHQDXWKRUL]HGIRUWKLVSRSXODWLRQ&RQVHTXHQWO\YDFFLQDWLRQLVQRWFXUUHQWO\HWKLFDOO\MXVWLILHGDVDFRQGLWLRQ
IRUDWWHQGLQJVFKRRO2QFHVXFKGDWDDUHDYDLODEOHDQGVKRZIDYRXUDEOHVDIHW\DQGHIILFDF\LQWKLVSRSXODWLRQSROLF\PDNHUVZLOO
KDYHWRFRQVLGHUZKHWKHUPDQGDWLQJYDFFLQDWLRQDVDFRQGLWLRQRIDWWHQGLQJVFKRROLVQHFHVVDU\DQGSURSRUWLRQDOWRDFKLHYHWKH
SXEOLFKHDOWKREMHFWLYHV HWKLFDOFRQVLGHUDWLRQ DQGZKHWKHUWKLVFRXOGXQGHUPLQHSXEOLFWUXVW HWKLFDOFRQVLGHUDWLRQ ,QVRPH
MXULVGLFWLRQVYDFFLQDWLRQDJDLQVWWKHYLUXVHVWKDWFDXVHDQXPEHURIGLVHDVHV HJSROLRPHDVOHVPXPSVUXEHOOD LVDFRQGLWLRQ
IRUDWWHQGLQJVFKRRORUUHFHLYLQJVWDWHVSRQVRUHGHQWLWOHPHQWV  KRZHYHUPDQGDWHVIRUURXWLQHSDHGLDWULFYDFFLQHVDUHGLVWLQFW
IURPYDFFLQHVDXWKRUL]HGIRUHPHUJHQF\XVHLQPDQ\UHVSHFWVLQFOXGLQJWKHUHODWLYHO\OLPLWHGDQGHYROYLQJHYLGHQFHIRU&29,'
YDFFLQHVLQDGGLWLRQWRXQFHUWDLQW\UHJDUGLQJKHUGLPPXQLW\DQGQHZ6$56&R9YDULDQWVLQWKHFRQWH[WRI&29,'

Health workers
0DQGDWRU\YDFFLQDWLRQLVSHUKDSVPRVWRIWHQGLVFXVVHGLQWKHFRQWH[WRIKHDOWKDQGVRFLDOFDUHSDUWLFXODUO\ZKHUHKHDOWKZRUNHUV
KDYHGLUHFWFRQWDFWZLWKSRSXODWLRQVDWKLJKULVNRI6$56&R9LQIHFWLRQRUVHYHUHLOOQHVVRUGHDWKUHVXOWLQJIURP&29,' HJ
FRQJUHJDWHVHWWLQJVLQZKLFKFDUHLVSURYLGHGWRROGHUDGXOWV EHFDXVHRIWKHXQLTXHVHWWLQJVLQZKLFKKHDOWKZRUNHUVZRUNDQGWKHLU
HWKLFDOREOLJDWLRQQRWWRKDUPWKHLUSDWLHQWV0RUHRYHUPDQGDWRU\&29,'YDFFLQDWLRQPLJKWDSSHDUWREHSDUWLFXODUO\SODXVLEOH
IRUKHDOWKZRUNHUVJLYHQWKDWYDFFLQDWLRQRIWKLVSRSXODWLRQPLJKWEHVHHQDVQHFHVVDU\WRSURWHFWKHDOWKV\VWHPFDSDFLW\ HWKLFDO
FRQVLGHUDWLRQ DQGEHFDXVHKHDOWKZRUNHUVDUHFRPPRQO\LGHQWLILHGDVDSULRULW\JURXSIRUYDFFLQDWLRQPHDQLQJWKHUHLVPRUH
OLNHO\WREHDVXIILFLHQWVXSSO\WRPHHWWKHQHHGVRIWKLVSRSXODWLRQ HWKLFDOFRQVLGHUDWLRQ :KHWKHUDPDQGDWHIRUKHDOWKZRUNHUV
LVQHFHVVDU\DQGSURSRUWLRQDWH HWKLFDOFRQVLGHUDWLRQ DQGZRXOGQRWXQGHUPLQHWUXVW HWKLFDOFRQVLGHUDWLRQ PLJKWGHSHQGRQ
WKHORFDOFRQWH[WDQGVKRXOGEHLQYHVWLJDWHGHPSLULFDOO\EHIRUHDPDQGDWHLVFRQVLGHUHGIRUWKLVSRSXODWLRQ
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)RUPVRIPDQGDWRU\YDFFLQDWLRQDUHQRWXQFRPPRQLQKHDOWKFDUHVHWWLQJV  LQFOXGLQJUHTXLUHPHQWVWKDWXQYDFFLQDWHGKHDOWK
ZRUNHUVVWD\DWKRPHGXULQJRXWEUHDNVSROLFLHVLQZKLFKYDFFLQDWLRQLVUHTXLUHGDVDFRQGLWLRQRIHPSOR\PHQWUHTXLUHPHQWVWKDW
XQYDFFLQDWHGKHDOWKZRUNHUVEHWUDQVIHUUHGWRVHWWLQJVZKHUHWKHULVNLVORZHUDQGVRFDOOHG³YDFFLQDWHRUPDVN´SROLFLHV
*LYHQFXUUHQWUDWHV DQGFRQFHUQV RIKHDOWKZRUNHU³EXUQRXW´DVDUHVXOWRIWKHSDQGHPLFDQGWKHSRWHQWLDOFRQVHTXHQFHRIDQ
LQDGHTXDWHO\UHVRXUFHGKHDOWKZRUNIRUFH  PDQGDWRU\YDFFLQDWLRQSROLFLHVWKDWUHTXLUHXQYDFFLQDWHGKHDOWKZRUNHUVWRVWD\DW
KRPHRUUHTXLUHYDFFLQDWLRQDVDFRQGLWLRQRIHPSOR\PHQWRUKRVSLWDOSULYLOHJHVPLJKWKDYHVLJQLILFDQWQHJDWLYHFRQVHTXHQFHVIRU
DOUHDG\RYHUEXUGHQHGKHDOWKV\VWHPV3ROLFLHVWKDWUHTXLUHXQYDFFLQDWHGKHDOWKZRUNHUVWREHWUDQVIHUUHGWRVHWWLQJVZKHUHWKHULVN
LVORZHUPLJKWKDYHVLPLODUFRQVHTXHQFHVDVWKH\PLJKWUHPRYHFULWLFDOKHDOWKZRUNHUVIURPVHWWLQJVWKDWEDGO\QHHGKHDOWKKXPDQ
UHVRXUFHVVXFKDVFRQJUHJDWHOLYLQJVHWWLQJVZKHUHFDUHLVSURYLGHGWRROGHUDGXOWV$GGLWLRQDOO\LWPD\EHGLIILFXOWWRGLVWLQJXLVK
KLJKDQGORZULVNVHWWLQJVZKHUHWKHUHLVZLGHVSUHDGFRPPXQLW\WUDQVPLVVLRQRI6$56&R9
)LQDOO\VRPHKHDOWKLQVWLWXWLRQVPLJKWZRQGHUZKHWKHUYDFFLQDWHRUPDVNSROLFLHVZKLFKKDYHQRWEHHQSURSRVHGIRU&29,'
EXWDUHVRPHWLPHVXVHGDVDW\SHRIYDFFLQHPDQGDWHIRUVHDVRQDOLQIOXHQ]D  VKRXOGEHVLPLODUO\XVHGWRPDQGDWH&29,'
YDFFLQDWLRQVDPRQJKHDOWKZRUNHUV$VPDVNVDUHOLNHO\WREHDUHTXLUHPHQWLQKHDOWKFDUHVHWWLQJVIRUWKHIRUHVHHDEOHIXWXUHWKH
LQFHQWLYHIRUKHDOWKZRUNHUVWREHYDFFLQDWHGXQGHUYDFFLQDWHRUPDVNSROLFLHV±QDPHO\WKDWWKH\ZLOOQRWKDYHWRZHDUDPDVNLQ
DOOSDWLHQWFDUHVHWWLQJVZKLOHWKHYLUXVLVFLUFXODWLQJLIWKH\DUHYDFFLQDWHG±ZLOOVLPSO\ODFNWKHVDPHIRUFH9DFFLQDWHRUPDVN
SROLFLHVZRXOGUHWDLQWKLVIRUFHLIYDFFLQDWLRQDJDLQVW&29,'PHDQWWKDWYDFFLQDWHGKHDOWKZRUNHUVFRXOGUHIUDLQIURPZHDULQJ
PDVNVEXWWKLVLVQRWVFLHQWLILFDOO\RUHWKLFDOO\MXVWLILHGJLYHQWKHLPSRUWDQFHRISHUVRQDOSURWHFWLYHHTXLSPHQWIRULQVWLWXWLRQDO
LQIHFWLRQ SUHYHQWLRQ DQG FRQWURO   SDUWLFXODUO\ ZKHUH WKHUH LV XQFHUWDLQW\ VXUURXQGLQJ D YDFFLQH¶V FDSDFLW\ IRU VWHULOL]LQJ
LPPXQLW\,QWKLVFDVHYDFFLQDWHRUPDVNSROLFLHVULVNSODFLQJWRRPXFKHPSKDVLVRQWKHSURWHFWLYHHIIHFWRIPDVNV%HFDXVHQR
YDFFLQHLVHIIHFWLYHVWDQGDUGLQIHFWLRQSUHYHQWLRQDQGFRQWUROSUHFDXWLRQVZKLFKLQFOXGHVPDVNVEXWDOVRDQXPEHURIRWKHU
VWDQGDUGSUHFDXWLRQVVKRXOGEHXVHGWRPLQLPL]HULVN


Conclusions
9DFFLQHVDUHHIIHFWLYHIRUSURWHFWLQJSHRSOHIURP&29,'*RYHUQPHQWVDQGRULQVWLWXWLRQDOSROLF\PDNHUVVKRXOGXVHDUJXPHQWV
WR HQFRXUDJH YROXQWDU\YDFFLQDWLRQ DJDLQVW &29,' EHIRUH FRQWHPSODWLQJ PDQGDWRU\ YDFFLQDWLRQ (IIRUWV VKRXOG EH PDGH WR
GHPRQVWUDWH WKHEHQHILW DQG VDIHW\ RI YDFFLQHV IRU WKHJUHDWHVW SRVVLEOH DFFHSWDQFH RIYDFFLQDWLRQ 6WULFWHU UHJXODWRU\PHDVXUHV
VKRXOGEHFRQVLGHUHGRQO\LIWKHVHPHDQVDUHQRWVXFFHVVIXO$QXPEHURIHWKLFDOFRQVLGHUDWLRQVDQGFDYHDWVVKRXOGEHH[SOLFLWO\
GLVFXVVHG DQG DGGUHVVHG WKURXJK HWKLFDO DQDO\VLV ZKHQ FRQVLGHULQJ ZKHWKHU PDQGDWRU\ &29,' YDFFLQDWLRQ LV DQ HWKLFDOO\
MXVWLILDEOHSROLF\RSWLRQ6LPLODUWRRWKHUSXEOLFKHDOWKSROLFLHVGHFLVLRQVDERXWPDQGDWRU\YDFFLQDWLRQVKRXOGEHVXSSRUWHGE\WKH
EHVW DYDLODEOH HYLGHQFH DQG VKRXOG EH PDGH E\ OHJLWLPDWH SXEOLF KHDOWK DXWKRULWLHV LQ D PDQQHU WKDW LV WUDQVSDUHQW IDLU QRQ
GLVFULPLQDWRU\DQGLQYROYHVWKHLQSXWRIDIIHFWHGSDUWLHV
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 9DQ%X\QGHU3*.RQUDG6.HUVWHLQV)3UHVWRQ(%URZQ3'.HHQ'HWDO+HDOWKFDUHZRUNHULQIOXHQ]DLPPXQL]DWLRQ
YDFFLQDWHRUPDVNSROLF\6WUDWHJLHVIRUFRVWHIIHFWLYHLPSOHPHQWDWLRQDQGVXEVHTXHQWUHGXFWLRQVLQVWDIIDEVHQWHHLVPGXH
WRLOOQHVV9DFFLQH±
 &DSODQ$6KDK150DQDJLQJWKHKXPDQWROOFDXVHGE\VHDVRQDOLQIOXHQ]D1HZ<RUN6WDWH¶VPDQGDWHWRYDFFLQDWHRU
PDVN-$0$±
 :RUOG +HDOWK 2UJDQL]DWLRQ 0DVN XVH LQ WKH FRQWH[W RI &29,' ± ,QWHULP JXLGDQFH *HQHYD :RUOG +HDOWK
2UJDQL]DWLRQ  KWWSVZZZZKRLQWSXEOLFDWLRQVLLWHPDGYLFHRQWKHXVHRIPDVNVLQWKHFRPPXQLW\GXULQJ
KRPHFDUHDQGLQKHDOWKFDUHVHWWLQJVLQWKHFRQWH[WRIWKHQRYHOFRURQDYLUXV QFRY RXWEUHDN 
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GmbH

BNT162b2/COMIRNATY
Tozinameran (INN)

Name of Vaccine

2.

1.

Manufacturer /
WHO EUL holder

9DFFLQHV

EMA

DCGI

Australia TGA

Japan
MHLW/PMDA

MFDS KOREA

EMA

USFDA

EMA

NRA of Record

Recombinant, replicationincompetent adenovirus type 26
(Ad26) vectored vaccine encoding
the (SARS-CoV-2) Spike (S) protein

Recombinant ChAdOx1 adenoviral
vector encoding the Spike protein
antigen of the SARS-CoV-2.
Recombinant ChAdOx1 adenoviral
vector encoding the Spike protein
antigen of the SARS-CoV-2.
Recombinant ChAdOx1 adenoviral
vector encoding the Spike protein
antigen of the SARS-CoV-2.
Recombinant ChAdOx1 adenoviral
vector encoding the Spike protein
antigen of the SARS-CoV-2.

Recombinant ChAdOx1 adenoviral
vector encoding the Spike protein
antigen of the SARS-CoV-2.

Nucleoside modified mNRA

Platform

EOI
accepted

Pre-submission
meeting held

Status of COVID-19 Vaccines within WHO EUL/PQ evaluation process

- As submitted
- Future submission

AR-04448

- As submitted
- Future submission

- Merck, Durham, UK
(DS)
- Merck, West
Point/PA (DP)

-25 June 2021
- 02 July 2021

12 March 2021

15 Feb 2021

09 July 2021
TBC

Finalized
 Aspen RSA (DP)
 Catalent Agnani Italy (DP)

Core data finalized (US +NL sites)

Finalized

Finalized
Additional site: Thailand

09 July 2021
TBC

16 April 2021
30 April 2021
04 June 2021
23 July 2021
15 Feb 2021

Finalized: Additional sites:
 SK-Catalent
 Wuxi (DS)
 Chemo Spain
 Amylin Ohio US (DP)
Finalized

Finalized
Additional site

16/07/2021
16/07/2021
16 April 2021

18/062021

30/06/2021
08/07/2021
16/07/2021
17/09/2021
20/09/2021

Decision
date***
31/12/2020

Diluent suppliers:
 Pfizer Perth, AustraliaFresenius Kabi, USA
Finalized:
 Pharmacia & Upjohn, Kalamazoo (DP)PGS
McPherson (DP)
Core data finalized

Finalized:
Additional sites:
 Baxter Oncology GmbH Germany (DP)
 Novartis Switzerland
 Mibe (Dermapharm) Germany (DP)
 Delpharm, Saint-Remy FRANCE (DP)
 Shelf life extension: 09 months at -70 to 90°C

Status of assessment**
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Additional sites:

Dossier accepted for
review*

*XLGDQFH'RFXPHQW
6HSWHPEHU 
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1

2

20.

Vector State Research Centre
of Viralogy and Biotechnology

SCB-2019

18.

Zorecimeran (INN) concentrate
and solvent for dispersion for
injection; Company code:
CVnCoV/CV07050101
EpiVacCorona

NVX-CoV2373/Covovax

17.

19.

CoV2 preS dTM-AS03 vaccine

16.

Clover Biopharmaceuticals

NVX-CoV2373/Covovax

15.

Inactivated SARS-CoV-2
Vaccine (Vero Cell)

Ad5-nCoV

Sinopharm / WIBP

Bharat Biotech, India

14.

13.

SARS-CoV-2 Vaccine,
Inactivated (Vero Cell)/
COVAXIN

12.

COVID-19 Vaccine (Vero Cell),
Inactivated/ CoronavacTM

SARS-CoV-2 Vaccine (Vero
Cell), Inactivated (lnCoV)

Sputnik V

Sinovac Life Sciences Co., Ltd.
Sinovac Life Sciences Co., Ltd.

Beijing Institute of Biological
Products Co., Ltd. (BIBP)

Sinopharm / BIBP

Moderna Biotech

mRNA-1273

11.

10.

9.

8.

9DFFLQHV

Russian NRA

EMA

NMPA

DCGI

EMA

EMA

NMPA

NMPA

DCGI

Russian NRA

NMPA

NMPA

USFDA

EMA

Peptide antigen

mNRA-based vaccine encapsulated
in lipid nanoparticle (LNP)

Recombinant nanoparticle
prefusion spike protein formulated
with Matrix-M™ adjuvant.
Novel recombinant SARS-CoV-2
Spike (S)-Trimer fusion protein

Recombinant nanoparticle
prefusion spike protein formulated
with Matrix-M™ adjuvant.
Recombinant, adjuvanted

Recombinant Novel Coronavirus
Vaccine (Adenovirus Type 5 Vector)

Inactivated, produced in Vero cells

Whole-Virion Inactivated Vero Cell

Human Adenovirus Vector-based
Covid-19 vaccine

Inactivated, produced in Vero cells

Inactivated, produced in Vero cells

mNRA-based vaccine encapsulated
in lipid nanoparticle (LNP)
mNRA-based vaccine encapsulated
in lipid nanoparticle (LNP)

Letter received not EOI.
Reply sent on
15/01/2021

Additional information
submitted

Planned for Q4 of
2021, at request of
the applicant.

10 August 2021

Several meetings
have been and
continue to be
held.

Rolling data starting
20 September

Rolling data starting in
August 2021

Rolling data started 30
July 2021

Rolling data starting in
August 2021

Rolling data started 09
August 2021

Rolling data started 23
July 2021

Rolling data started 06
July 2021

“Rolling” submission
incomplete.

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

Ongoing

On hold, awaiting completion of rolling
submission

Finalized
2 dose presentation

Finalized
ModernaTx. Norwood (DS)
- Catalent Indiana, LLC (DP)
- Lonza Biologics, Inc. Portsmouth, USA (DS)
- Baxter, Bloomington, USA (DP)
Finalized
2 and 5 dose presentation (new
manufacturing site)

Finalized

TBC

TBC

TBC

TBC

TBC

To be confirmed
(TBC)

Anticipated date
will be set once
all data is
submitted and
follow-up of
inspection
observations
completed.
October 2021

01 June 2021
30 September
2021

07 May 2021
TBC

06 August 2021

30 April 2021

*XLGDQFH'RFXPHQW
6HSWHPEHU 

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21
AR-04449

Page 129 of 298 PageID 4990

IMBCAMS, China

BioCubaFarma - Cuba

22.

23.

Soberana 01,
Soberana 02
Soberana Plus
Abdala

SARS-CoV-2 Vaccine,
Inactivated (Vero Cell)

Recombinant Novel
Coronavirus Vaccine㸦CHO
Cell)

Please send any questions you may have to: WHOEUL@who.int

1. Beijing Institute of Biological Products Co-Ltd
2. Wuhan Institute of Biological Products Co Ltd

Zhifei Longcom, China

21.

9DFFLQHV

SARS-CoV-2 spike protein
conjugated chemically to
meningococcal B or tetanus toxoid
or Aluminum

Inactivated

Recombinant protein subunit

Response to 2nd EOI
sent 29 Jan 2021.
Additional information
requested.
Not accepted, still
under initial
development
Awaiting information on
strategy and timelines
for submission.

* Dossier Submission dates: more than one date is possible because of the rolling submission approach. Dossier is accepted after screening of received submission.
**Status of assessment: 1. Under screening; 2. Under assessment; 3. Waiting responses from the applicant. 4. Risk-benefit decision 5. Final decision made
*** Anticipated decision date: this is only an estimate because it depends on when all the data is submitted under rolling submission and when all the responses to the assessors’ questions are submitted.

CECMED

NMPA

NMPA

*XLGDQFH'RFXPHQW
6HSWHPEHU 
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&29,'YDFFLQHV


(TXLWDEOHDFFHVVWRVDIHDQGHIIHFWLYHYDFFLQHVLVFULWLFDOWRHQGLQJWKH&29,'SDQGHPLFVRLWLV
KXJHO\HQFRXUDJLQJWRVHHVRPDQ\YDFFLQHVSURYLQJDQGJRLQJLQWRGHYHORSPHQW:+2LVZRUNLQJ
WLUHOHVVO\ZLWKSDUWQHUVWRGHYHORSPDQXIDFWXUHDQGGHSOR\VDIHDQGHIIHFWLYHYDFFLQHV
6DIHDQGHIIHFWLYHYDFFLQHVDUHDJDPHFKDQJLQJWRROEXWIRUWKHIRUHVHHDEOHIXWXUHZHPXVW
FRQWLQXHZHDULQJPDVNVFOHDQLQJRXUKDQGVHQVXULQJJRRGYHQWLODWLRQLQGRRUVSK\VLFDOO\
GLVWDQFLQJDQGDYRLGLQJFURZGV
%HLQJYDFFLQDWHGGRHVQRWPHDQWKDWZHFDQWKURZFDXWLRQWRWKHZLQGDQGSXWRXUVHOYHVDQGRWKHUV
DWULVNSDUWLFXODUO\EHFDXVHUHVHDUFKLVVWLOORQJRLQJLQWRKRZPXFKYDFFLQHVSURWHFWQRWRQO\DJDLQVW
GLVHDVHEXWDOVRDJDLQVWLQIHFWLRQDQGWUDQVPLVVLRQ

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04451

$0

&29,'YDFFLQHV
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6HH:+2¶VODQGVFDSHRI&29,'YDFFLQHFDQGLGDWHVIRUWKHODWHVWLQIRUPDWLRQRQYDFFLQHVLQ
FOLQLFDODQGSUHFOLQLFDOGHYHORSPHQWJHQHUDOO\XSGDWHGWZLFHDZHHN:+2¶V&29,'GDVKERDUG
XSGDWHGGDLO\DOVRIHDWXUHVWKHQXPEHURIYDFFLQHGRVHVDGPLQLVWHUHGJOREDOO\ZLWKPRUHGHWDLO
SURYLGHGRQWKHGHGLFDWHG&29,'YDFFLQDWLRQGDVKERDUG$WDUHJLRQDOOHYHOWKHUHLVDQ$)52
&29,'YDFFLQHVGDVKERDUGDQGD3$+2&29,'YDFFLQHVGHOLYHULHVGDVKERDUG
%XWLW¶VQRWYDFFLQHVWKDWZLOOVWRSWKHSDQGHPLFLW¶VYDFFLQDWLRQ:HPXVWHQVXUHIDLUDQGHTXLWDEOH
DFFHVVWRYDFFLQHVDQGHQVXUHHYHU\FRXQWU\UHFHLYHVWKHPDQGFDQUROOWKHPRXWWRSURWHFWWKHLU
SHRSOHVWDUWLQJZLWKWKHPRVWYXOQHUDEOH

<RXFDQIROORZWKHVWDWXVRI&29,'9DFFLQHVZLWKLQ:+2(8/34HYDOXDWLRQ
SURFHVVKHUH

/HDUQPRUH
3XEOLFDGYLFH

&RXQWU\UHDGLQHVVDQGGHOLYHU\

*XLGDQFH

&29$;

$&7$FFHOHUDWRU

6$*(5HFRPPHQGDWLRQV

(PHUJHQF\XVHOLVWLQJ

&29,'

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04452

$0

&29,'YDFFLQHV
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9DFFLQHHTXLW\

3XEOLF$GYLFH
9DFFLQHV([SODLQHGVHULHV
6FLHQFHLQ&29,'TXHVWLRQVDQVZHUHG
3XEOLFDGYLFHRQJHWWLQJYDFFLQDWHG

9DFFLQHVH[SODLQHGVHULHV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04453

$0

&29,'YDFFLQHV
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6FLHQFHLQ

*HWWLQJYDFFLQDWHG

4 $V
&RURQDYLUXVGLVHDVH &29,' 9DFFLQHV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV
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$0

&29,'YDFFLQHV
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&RURQDYLUXVGLVHDVH &29,' 9DFFLQHVVDIHW\

&RURQDYLUXVGLVHDVH &29,' 9DFFLQHDFFHVVDQGDOORFDWLRQ

&RURQDYLUXVGLVHDVH &29,' 9DFFLQHUHVHDUFKDQGGHYHORSPHQW

&RURQDYLUXVGLVHDVH &29,' 8VHRI(PHUJHQF\8VH/LVWLQJSURFHGXUH
IRUYDFFLQHV

9DFFLQHVDQGLPPXQL]DWLRQ:KDWLVYDFFLQDWLRQ"

9DFFLQHVDQGLPPXQL]DWLRQ9DFFLQHVDIHW\

&29$;DQGYDFFLQHLQWURGXFWLRQ

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04455

$0

&29,'YDFFLQHV
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&29$;
&29$;DLPVWRDFFHOHUDWHWKHGHYHORSPHQWDQGPDQXIDFWXULQJRI&29,'YDFFLQHVDQG
JXDUDQWHHIDLUDQGHTXLWDEOHDFFHVVIRUHYHU\FRXQWU\&29$;LVFROHGE\WKH&RDOLWLRQIRU
(SLGHPLF3UHSDUHGQHVV,QQRYDWLRQV &(3, *DYLDQG:+2ZLWK81,&()DVDNH\GHOLYHU\
SDUWQHUDQG3$+2DVWKHSURFXUHPHQWDJHQWLQWKH$PHULFDV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04456

$0

&29,'YDFFLQHV
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&RXQWU\UHDGLQHVVDQGGHOLYHU\
:+2KDVZRUNHGZLWK81,&()*DYLDQGSDUWQHUVWRGHYHORSUHVRXUFHVVXFKDVJXLGDQFH
WUDLQLQJVWRROVDQGDGYRFDF\PDWHULDOVWRKHOSJRYHUQPHQWVKHDOWKZRUNHUVDQGSDUWQHUVWR
ODXQFKUHILQHDQGRSWLPLVHXSWDNHRIWKHLU&29,'YDFFLQDWLRQSURJUDPPHV

&29$;1RIDXOWFRPSHQVDWLRQSURJUDP
7KH&29$;1R)DXOW&RPSHQVDWLRQ3URJUDPIRU$GYDQFH0DUNHW&RPPLWPHQW $0& (OLJLEOH
(FRQRPLHVLVWKHZRUOG¶VILUVWDQGRQO\LQWHUQDWLRQDOYDFFLQHLQMXU\FRPSHQVDWLRQPHFKDQLVP
7KH3URJUDPKHOSV&29$;GHOLYHUVDIHDQGHIIHFWLYH&29,'YDFFLQHVWRWKHKLJKULVNDQG
YXOQHUDEOHSRSXODWLRQVLQORZDQGPLGGOHLQFRPHFRXQWULHVDQGHFRQRPLHV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04457

$0

&29,'YDFFLQHV
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5HJXODWLRQDQGSROLF\

(PHUJHQF\8VH/LVWLQJ (8/
:+2 V(8/SURFHGXUHLVDULVNEDVHGSURFHGXUHIRUDVVHVVLQJDQGOLVWLQJXQOLFHQVHG
YDFFLQHVWKHUDSHXWLFVDQGLQYLWURGLDJQRVWLFVZLWKWKHXOWLPDWHDLPRIH[SHGLWLQJWKH
DYDLODELOLW\RIWKHVHSURGXFWVWRSHRSOHDIIHFWHGE\DSXEOLFKHDOWKHPHUJHQF\

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04458

$0

&29,'YDFFLQHV
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6WUDWHJLF$GYLVRU\*URXSRI([SHUWV 6$*( RQ,PPXQL]DWLRQ
6$*(DGYLVHV:+2RQRYHUDOOJOREDOSROLFLHVDQGVWUDWHJLHVUDQJLQJIURPYDFFLQHVDQG
WHFKQRORJ\UHVHDUFKDQGGHYHORSPHQWWRGHOLYHU\RILPPXQL]DWLRQDQGLWVOLQNDJHVZLWKRWKHU
KHDOWKLQWHUYHQWLRQV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04459

$0

&29,'YDFFLQHV
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'UDIWODQGVFDSHRI&29,'YDFFLQHFDQGLGDWHV
7KHGUDIWODQGVFDSHRI&29,'YDFFLQHFDQGLGDWHVFRQWDLQVLQIRUPDWLRQRQYDFFLQH
FDQGLGDWHVFROOHFWHGWKURXJKSXEOLFLQIRUPDWLRQ HJFOLQLFDOWULDOUHJLVWULHV DQGLQIRUPDWLRQ
WKDWZHUHGLUHFWO\SURYLGHGE\YDFFLQHGHYHORSHUVWR:+27KHODQGVFDSHLVJHQHUDOO\
XSGDWHGWZLFHDZHHNEDVHGRQWKHODWHVWLQIRUPDWLRQLQFOXGLQJWKRVHZHUHFHLYHIURP
VFLHQWLVWVDQGUHVHDUFK

&29,'YDFFLQHVSURGXFWE\SURGXFW
LQIRUPDWLRQ
6HSWHPEHU

7KH3IL]HU%LR17HFK %17E &29,'YDFFLQH:KDW\RXQHHGWRNQRZ

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04460

$0

&29,'YDFFLQHV
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6HSWHPEHU

7KH6LQRSKDUP&29,'YDFFLQH:KDW\RXQHHGWRNQRZ

6HSWHPEHU

7KH6LQRYDF&RURQD9DF&29,'YDFFLQH:KDW\RXQHHGWRNQRZ

6HSWHPEHU

7KH-DQVVHQ$G&296&29,'YDFFLQH:KDW\RXQHHGWRNQRZ

6HSWHPEHU

7KH2[IRUG$VWUD=HQHFD&29,'YDFFLQHZKDW\RXQHHGWRNQRZ

6HSWHPEHU

7KH0RGHUQD&29,' P51$ YDFFLQHZKDW\RXQHHGWRNQRZ

/DWHVWYDFFLQHQHZV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV

$OOȺ


AR-04461

$0

&29,'YDFFLQHV
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2FWREHU_1HZVUHOHDVH

:+281VHWRXWVWHSVWRPHHWZRUOG&29,'YDFFLQDWLRQWDUJHWV

2FWREHU_6WDWHPHQW

,QWHULPVWDWHPHQWRQERRVWHUGRVHVIRU&29,'YDFFLQDWLRQ

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04462

$0

&29,'YDFFLQHV
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6HSWHPEHU_6WDWHPHQW

*OREDOFRPPLWPHQWVRQ&29,'RIIHUZD\IRUZDUGEXWVXFFHVVGHSHQGV
RQDFWLRQEHLQJWDNHQQRZ

6HSWHPEHU_-RLQW1HZV5HOHDVH

*OREDOOHDGHUVFRPPLWIXUWKHUVXSSRUWIRUJOREDOHTXLWDEOHDFFHVVWR
&29,'YDFFLQHVDQG&29$;

0XOWLPHGLD

$OOȺ

2FWREHU

3$+29DFFLQH&29$;

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04463

$0

&29,'YDFFLQHV
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6HSWHPEHU

&29,'YDFFLQHVUDFHDJDLQVWWLPH

6HSWHPEHU

+DOID)LUH

-XO\

7KHSDQGHPLFLVQRWRYHU

)HDWXUHVWRULHV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV

$OOȺ


AR-04464

$0

&29,'YDFFLQHV
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$XJXVW

3DVLJ&LW\$&29,'9DFFLQDWLRQ6XFFHVV6WRU\

-XQH

3$+2SDYLQJWKHZD\IRU&29,'YDFFLQDWLRQLQWKH$PHULFDV

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04465

$0

&29,'YDFFLQHV
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0DUFK

7KHHIIHFWVRIYLUXVYDULDQWVRQ&29,'YDFFLQHV

)HEUXDU\

,QVLGHWKH0DPPRWK8QGHUWDNLQJRI*OREDO9DFFLQH'LVWULEXWLRQ

2WKHUUHVRXUFHV
KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04466

$0

&29,'YDFFLQHV
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5HVSRQVLEOHPHGLDUHSRUWLQJRQ&29,'9DFFLQHV

9DFFLQH(TXLW\

&ULWHULDIRU&29,'YDFFLQHSULRULWL]DWLRQ
7KHSURSRVHGDWWULEXWHVDQGFULWHULDSURYLGHFRQVLGHUDWLRQVIRUWKHHYDOXDWLRQDQGSULRULWL]DWLRQ
RI&29,'FDQGLGDWHYDFFLQHVWREHFRQVLGHUHGIRUIXUWKHUGHYHORSPHQWE\:+27KHWDUJHW
DXGLHQFHLQFOXGHVYDFFLQHVFLHQWLVWVSURGXFWGHYHORSHUVPDQXIDFWXUHUVUHJXODWRUVDQG
IXQGLQJDJHQFLHV
5HDG0RUH

9DFFLQHWDUJHWSURGXFWSURILOH
:+2KDVSXEOLVKHGWKHWDUJHWSURGXFWSURILOHVIRU&29,'YDFFLQHVZKLFKGHVFULEHVWKH
SUHIHUUHGDQGPLQLPDOO\DFFHSWDEOHSURILOHVIRUKXPDQYDFFLQHVIRUORQJWHUPSURWHFWLRQRI
SHUVRQVDWKLJKRQJRLQJULVNRI&29,'DQGIRUUHDFWLYHXVHLQRXWEUHDNVHWWLQJVZLWKUDSLG
RQVHWRILPPXQLW\:HKDYHDOVRSXEOLVKHGWKHFULWHULDIRUSULRULWL]DWLRQRIYDFFLQHVIRUFOLQLFDO
WULDOV
5HDG0RUH

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04467

$0

&29,'YDFFLQHV
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5HODWHGKHDOWKWRSLFV
3UHYHQWLRQ 6DIHW\

9DFFLQHVDQGLPPXQL]DWLRQ

'LVHDVH FRQGLWLRQV

&RURQDYLUXVGLVHDVH &29,'

3XEOLFDWLRQV

$OOȺ

2FWREHU

&29,'YDFFLQHWUDFNHUDQGODQGVFDSH

'HFHPEHU

(YLGHQFHWRUHFRPPHQGDWLRQVIRU&29,'YDFFLQHV(YLGHQFHIUDPHZRUN

1RYHPEHU

KWWSVZZZZKRLQWHPHUJHQFLHVGLVHDVHVQRYHOFRURQDYLUXVFRYLGYDFFLQHV


AR-04468
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7HPSHUDWXUHVHQVLWLYHKHDOWKSURGXFWVLQWKH([SDQGHG3URJUDPPHRQ
,PPXQL]DWLRQFROGFKDLQ
2FWREHU

%HKDYLRXUDOFRQVLGHUDWLRQVIRUDFFHSWDQFHDQGXSWDNHRI&29,'YDFFLQHV

2FWREHU

:KDWZHNQRZDERXW&29,'YDFFLQHGHYHORSPHQW

6HSWHPEHU

:+26$*(YDOXHVIUDPHZRUNIRUWKHDOORFDWLRQDQGSULRULWL]DWLRQRI&29,'
YDFFLQDWLRQ

6HSWHPEHU

)DLUDOORFDWLRQPHFKDQLVPIRU&29,'YDFFLQHVWKURXJKWKH&29$;)DFLOLW\
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+RVSLWDOVLQ,GDKROLNH6W/XNH V%RLVH0HGLFDO&HQWHULQ%RLVHUHPDLQIXOODIWHUWKHVXPPHUGHOWDVXUJHSXVKHGPDQ\WR
WKHLUOLPLWV
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/DVWPRQWK&KHOVHD7LWXVD\HDUROGPRWKHURIRQHLQ%RLVH,GDKRQHHGHG
VXUJHU\WRUHOLHYHVHYHUHSDLQIURPHQGRPHWULRVLV%XWKRVSLWDOVWKHUHDUHVRIXOORI
XQYDFFLQDWHG&29,'SDWLHQWVWKDWGRFWRUVWROGKHUVKH GKDYHWRZDLW
1HDUO\LQ$PHULFDQKRXVHKROGVKDVKDGWRGHOD\FDUHIRUVHULRXVLOOQHVVHVLQWKH
SDVWIHZPRQWKVDFFRUGLQJWRDQHZSROOIURP135WKH5REHUW:RRG-RKQVRQ
)RXQGDWLRQDQGWKH+DUYDUG7+&KDQ6FKRRORI3XEOLF+HDOWK
7LWXVZKRZRUNVIRUDWHFKFRPSDQ\IURPWKHKRPHVKHVKDUHVZLWKKHUKXVEDQGKHU
GDXJKWHUDQGDODEUDGRRGOHQDPHG:LQVWRQSUHYLRXVO\KDGVXUJHU\IRUHQGRPHWULRVLV
LQZKLFKGRFWRUVUHPRYHGKHUXWHUXVDQGRQHRYDU\:KHQWKHFRQGLWLRQIODUHGDJDLQ
LQ6HSWHPEHUWKHSDLQZDVVHYHUH
6RPHWLPHVLWIHHOVOLNH,DPLQDFWLYHODERUVKHVD\V
(QGRPHWULRVLVDIIHFWVPLOOLRQVRIZRPHQLQWKH86ZKHQWLVVXHWKDWW\SLFDOO\JURZV
LQVLGHWKHXWHUXVDOVRJURZVRXWVLGHLW
:KHQWKHLQLWLDOPHGLFDWLRQWKDW7LWXVUHFHLYHGGLGQ WKHOSVKHUHDFKHGRXWWRKHURQ
FDOOGRFWRU
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7KHUH VMXVWQRJXDUDQWHHVZLWKWKDWKHVD\VDQGWKHUHZLOOVWLOOEHVRPHFDQFHUV
WKDWELRORJLFDOO\PD\EUHDNWKURXJK
=XFNHUPDQQRZVSHQGVKDOIKLVGD\DWWKHKRVSLWDOWRKHOSKLVRYHUORDGHGFROOHDJXHV
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Strained health care systems mean delayed care

/RWVRI$PHULFDQVIDFHGHOD\VOLNHWKHRQHVLQ,GDKRVD\V5REHUW%OHQGRQDSROOVWHUDW
WKH+DUYDUG&KDQ6FKRRORI3XEOLF+HDOWK
7KHQXPEHUVZHUHPXFKJUHDWHUWKDQZHH[SHFWHG%OHQGRQVD\VDQGWKHGHOWD
YDULDQWFKDQJHGZKDWZDVJRLQJRQ
7KHVXUYH\KHKHOSHGUXQIRXQGWKDWQHDUO\LQ86KRXVHKROGVUHSRUWHGQRWEHLQJ
DEOHWRJHWWUHDWPHQWIRUDVHULRXVLOOQHVVLQWKHSDVWIHZPRQWKVPRVWRIWKHPVDLG
WKH\KDGQHJDWLYHKHDOWKRXWFRPHVEHFDXVHRIWKDW
7KLVLVWKH8QLWHG6WDWHV%OHQGRQVD\V<RXGRQ WH[SHFWSHRSOHZLWKVHULRXV
LOOQHVVHVWRVD\WKH\FDQQRWEHVHHQIRUFDUH
7KLVGDWDKHVD\VVKRZVWKDWKHDOWKFDUHV\VWHPVQHHGWRERRVWWKHLUFDSDFLW\DKHDG
RIWKHQH[WSDQGHPLFRUVHULRXVQDWXUDOGLVDVWHU
:KLOH%RLVHDUHDKRVSLWDOVDUHEXUVWLQJZLWK&29,'SDWLHQWVWKH\ YHDOVRKDGD
VXUJHLQGHPDQGIURPSHRSOHZKR YHDOUHDG\GHOD\HGFDUHGXULQJWKHSDQGHPLF
3LHUVRQDQG=XFNHUPDQVD\WKH\ YHVHHQPRUHDGYDQFHGFDQFHUVWKDQXVXDOWKDWFRXOG
KDYHEHHQFDXJKWHDUOLHUFDWFKLQJWKHPDOLJQDQFLHVVRRQHUZRXOGOLNHO\KDYHJLYHQ
SDWLHQWVDPXFKKLJKHUFKDQFHRIVXUYLYDOWKH\VD\
3LHUVRQVD\VKHKDVVXJJHVWHGWRSDWLHQWVWKH\PLJKWWDNHDOHVVLQWHQVHIRUPRI
FKHPRWKHUDS\VRWKH\ UHOHVVOLNHO\WRQHHGDKRVSLWDOEHGLIFRPSOLFDWLRQVDULVH
0HDQZKLOHWKRXJKWKHLPPHQVHSDLQ7LWXVIHOWIURPKHUHQGRPHWULRVLVZDV
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$IWHUODQGLQJ7LWXVZHQWWRDQHPHUJHQF\URRPDQGDQXUJHQWFDUHFOLQLFDQGWDONHGWR
PXOWLSOHGRFWRUVEHIRUHILQGLQJDVXUJHRQLQKHULQVXUDQFHQHWZRUNZLWKDQRSHQ
FDOHQGDU
+RWHOURRPVDUHQWDOFDUDQGKHUIOLJKWKRPHDGGHGXSWRWKRXVDQGVRIGROODUVRXWRI
SRFNHW²DOOIRUDVXUJHU\VKHFRXOGKDYHKDGDWDKRVSLWDOMXVWDIHZPLQXWHV GULYH
IURPKHUKRPHLQQRUPDOWLPHV
6KHUHFRJQL]HVVKH VSULYLOHJHGWRKDYHEHHQDEOHWRDIIRUGDOOVKHGLGWRJHWWUHDWPHQW
,WEUHDNVP\KHDUWWKDWPRVWLQ,GDKRGRQ WKDYHWKHDELOLW\WRGRWKDW7LWXVVD\V
$QGHYHQVRLWZDVQHDUO\WZRZHHNVDIWHUILUVWH[SHULHQFLQJWKHVHYHUHSDLQWKDWVKH
ZDVDEOHWRILQGUHOLHI
,W VDPD]LQJKRZPXFKEHWWHU,IHHOVKHVDLGWZRGD\VDIWHUKHUVXUJHU\
%XWWKHVLWXDWLRQKDVOHIWKHUTXHVWLRQLQJMXVWKRZPXFKKHUIULHQGVDQGQHLJKERUV
ZKRKDYHUHIXVHGWRZHDUPDVNVRUJHWWKH&29,'YDFFLQHUHDOO\FDUHDERXWWKHLU
FRPPXQLW\²DQGZKHWKHUVKHKDVDSODFHLQWKHVWDWHDQ\ORQJHU
0\KXVEDQGDQG,XVHGWRVD\ :H UHQHYHUOHDYLQJ,GDKR 7LWXVVD\V:HORYHLW
KHUH,W VDQDPD]LQJSODFHWROLYHDQGZH YHEHHQORRNLQJDWUHDOHVWDWHLQRWKHUVWDWHV
²EHFDXVHWKLVMXVWLVQ W2.
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HEALTH CARE (/TOPIC/HEALTH-CARE) | WORKFORCE (/TOPIC/WORKFORCE)

“Worst surge we’ve seen”: Some hospitals in delta hot spots close to breaking point
Bridget Balch, Staff Writer
August 24, 2021

Unvaccinated people are being hospitalized with COVID-19 at alarming rates, and hospitals are struggling to care for them.

In Houston, ambulances with patients in need of urgent care have been idling for hours

(https://www.click2houston.com/news/local/2021/08/10/our-

emergency-departments-are-overcrowded-ambulances-seeing-longer-wait-times-at-houston-hospitals-as-covid-cases-surge/) outside emergency
departments. In New Orleans, COVID-19 hospitalizations have already eclipsed last winter’s peak. And in Tampa, doctors who normally work in outpatient
settings are making rounds as hospitalists.
Leaders at teaching hospitals in regions currently facing COVID-19 surges driven by the highly infectious delta variant describe the situation in their hospitals
as the worst it’s been during the pandemic, despite hopes earlier this summer that the vaccination of large portions of the elderly and most vulnerable
populations would keep hospitalizations in check.
“Hospitals are approaching a breaking point,” says James McDeavitt, MD, executive vice president and dean of clinical affairs at Baylor College of Medicine in
Houston.
Despite more than 70% of adults in the country having received at least one COVID-19 vaccine dose and 81% of people 65 and older
(https://covid.cdc.gov/covid-data-tracker/#vaccinations_vacc-people-onedose-pop-pop18) being vaccinated, a dramatic spike in infections among
unvaccinated younger people, coupled with staﬃng shortages, is testing the surge plans hospital systems developed for previous waves.
“This fourth surge is now becoming the worst surge we’ve seen,” says Leonardo Seoane, MD, senior vice president and chief academic oﬃcer for Ochsner
Health in New Orleans and associate vice chancellor of academics at LSU Health Shreveport. “The team is feeling like it’s another Hurricane Katrina.”

Hospitalization rates spiking
In the United States, hospitalizations due to COVID-19 reached a rate of 3.43 per 100,000 people

(https://covid.cdc.gov/covid-data-tracker/#new-hospital-

admissions) as of Aug. 16, the highest it’s been since January though still below the winter peak of almost 5 per 100,000 people.
But the hospitalizations are far from evenly distributed. The two U.S. Department of Health and Human Services-designated health regions that include the
Southern and Southwestern states — including Florida, Louisiana, and Texas — are recording hospitalization rates at least twice as high as any other health
region, according to data from the Centers for Disease Control and Prevention

(https://covid.cdc.gov/covid-data-tracker/#new-hospital-admissions) .

Texas reached a hospitalization rate of nearly 6 per 100,000 people in mid-August, Louisiana had almost 8 per 100,000, and Florida reached a pandemic high
of more than 10 per 100,000 people, nearly double the rate it experienced during last winter’s surge.
“At Tampa General, we’re busier than we’ve ever been,” says Charles Lockwood, MD, senior vice president of USF Health in Tampa, Florida, and dean of the
USF Health Morsani College of Medicine.
Although deaths from COVID-19 have stayed low compared with earlier in the pandemic — thanks in part to better treatment protocols and the vaccination of
older, sicker people — those who are being hospitalized now are younger, and some did not have medical conditions that put them at higher risk.
“The average age of admission has dropped by more than a decade,” McDeavitt says.

“The new risk factor [for severe, life-threatening COVID-19] is, ‘I’m not vaccinated.’”
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At Ochsner Health in New Orleans, the average age of patients admitted for COVID-19 is 50, and hospitals are seeing more people in their 20s, 30s, and 40s.
In Shreveport last week, six patients were on extracorporeal membrane oxygenation (ECMO) machines, which bypass the heart and lungs of the sickest
patients to give their bodies a chance to rest.
“It’s the most we’ve ever had,” says Charles Fox, MD, chief medical oﬃcer for Ochsner/LSU Health System of North Louisiana. “I don’t think anyone is over 45,
and four had no risk factors.
“The new risk factor is, ‘I’m not vaccinated.’”
These COVID-19-related hospitalizations are on top of all the non-COVID-19 hospitalizations, which administrators say have also increased, in part because
some people put off medical care earlier in the pandemic.
“I suspect a lot of people didn’t get medical care during 2020,” says Kencee Graves, MD, associate chief medical oﬃcer and associate professor of hospital
medicine and palliative medicine at the University of Utah Health. “We need to be able to care for those that need us. COVID absolutely makes that harder.”
Even in places that are not experiencing steep COVID-19 surges, like New Mexico and Utah, hospitals are strained.
“At UNM [University of New Mexico] hospitals, we are experiencing very high volumes of patients. We’re well over capacity,” says Irene Agostini, MD, chief
medical oﬃcer of UNM Hospital in Albuquerque. “We’ve been seeing an enormous influx of patients from around the state. … We’re surmising that these
people can’t be cared for at the more rural hospitals.”

Staffing challenges
“The main difference [between this surge and previous ones] is that we are very challenged because of staﬃng,” says Roberto de la Cruz, MD, chief medical
oﬃcer of Parkland Health and Hospital System in Dallas. On a recent weekend, the health system had to close more than two dozen beds because there
weren’t enough nurses to staff them all.
Across the United States, health care workers — particularly nurses and respiratory therapists — have been quitting their jobs due to burnout or trauma from
watching so many patients die

(https://www.reuters.com/world/us/us-nurses-covid-19-grief-pours-out-online-i-just-dont-want-watch-anyone-else-die-2021-

08-06/) or to pursue other opportunities.
Some nurses have quit their jobs

(https://www.texastribune.org/2021/08/05/texas-hospitals-nurses-covid/) to work in higher-paying markets or to sign up

with traveling nursing agencies, which contract with hospitals and often offer higher compensation.
“Health care providers never got a break,” McDeavitt says. “We’ve had nurses say, ‘I quit; I’m going home; I can’t do this anymore.’ We’re seeing people just
resign because they’ve had enough.”
Many nurses, particularly those with young children, have decided they don’t want to go through another year of trying to arrange child care and are even more
worried about infecting their kids as more children are getting sicker from the delta variant, says Fox.
And with vaccines now available that largely prevent hospitalization from COVID-19, many health care workers are feeling particularly frustrated by continually
seeing unvaccinated people suffer with the disease.

“Health care providers never got a break. We’ve had nurses say, ‘I quit; I’m going home; I can’t do this anymore.’ We’re seeing people
just resign because they’ve had enough.”
James McDeavitt, MD, executive vice president and dean of clinical affairs at Baylor College of Medicine in Houston

“We’re having to go through tremendous sacrifice — deal with death and dying, the emotional toll for a completely preventable disease,” Seoane says.
Hospitals are now looking to state and federal governments to help call in reinforcements, in some cases by deploying military nurses
(https://www.militarytimes.com/news/your-military/2021/08/17/military-deploying-medical-assistance-teams-to-battle-covid-19-surges/) to overwhelmed
regions or by providing funding for traveling nurse contracts. But in the meantime, they are having to stretch their resources.
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This means in some areas, intensive care units that would normally have one nurse to every one or two patients will now have one nurse tending to three
patients, McDeavitt says. In other places, medical residents are treating more COVID-19 patients than early in the pandemic, and medical students are helping
with tasks such as communicating with the families of patients and staﬃng clinics to free up nursing staff for more critical care.
“[The students] really are more engaged than ever, and they are really helping us,” Fox says.
But many health care leaders worry that as K-12 schools reconvene this month, potentially driving up case counts even more, the strain will only increase,
putting those health care workers who remain on the front lines at even more risk of burning out.
“They leave their families every day, work long hours, they’re dedicated in their work,” Seoane says. “They seem indefatigable, [but] the truth is … [they] can only
run on adrenaline for so long.”

A plea for solidarity
As COVID-19 cases continue to rise, hospital administrators worry that even worse days are ahead for their hospital systems and are pleading with the public
to change their behavior to control the spread of the virus.
They are forging ahead with efforts to vaccinate those who remain unvaccinated. At Parkland Health and Hospital System in Dallas, clinicians get an alert if
the patient they are seeing is unvaccinated to remind them to talk with them about any concerns or questions they might have about the vaccines. In
Shreveport, health oﬃcials enlisted the help of players from the New Orleans Saints NFL team to promote vaccination. And in Tampa, they are doubling down
on community outreach programs to vaccinate people in communities that have low vaccination rates, particularly people living in rural areas and Black and
Latino people.
The efforts are paying off. Louisiana and Florida have seen upticks in vaccinations over the past month. In Louisiana, the seven-day average of vaccine doses
administered has more than doubled, from 7,741 on July 20 to 15,919 on Aug. 17. Florida increased its seven-day-average doses from 42,476 on July 20 to
68,239 on Aug. 16, although that number dropped again in recent days, according to CDC data

(https://covid.cdc.gov/covid-data-tracker/#vaccination-

trends_vacctrends-total-daily) .
But the relief the vaccines will provide may not come soon enough. Hospital leaders are urging the public to band together in solidarity, not only for their own
health and the health of those around them, but for the health care workers being pushed to their limits.
“We need masks and social mitigation, and the public needs to change their behavior; that’s the only thing that’s going to decrease hospitalizations over the
next three weeks,” Seoane says. “We don’t have four to five weeks [to wait for vaccines to take effect]. The hospitals would absolutely be overrun.
“The public seems to go about their day-to-day life without any concept of what a true crisis this is."
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COVID-19

Science Brief: SARS-CoV-2 Infection-induced and Vaccineinduced Immunity
Updated Oct. 29, 2021

This brief provides an overview of the current scientific evidence regarding infection-induced and vaccine-induced immunity,
including both peer-reviewed and preprint publications, as well as unpublished CDC data. Although comprehensive, it is neither a
formal systematic review nor meta-analysis. New data continue to emerge, and recommendations will be updated periodically, as
needed.
Recovery from many viral infectious diseases is followed by a period of infection-induced immunologic protection against
reinfection. This phenomenon is widely observed with many respiratory viral infections, including both influenza and the endemic
coronaviruses, for which acquired immunity also wanes over time making individuals susceptible to reinfection.
CDC continues to recommend COVID-19 vaccination for all eligible persons, including those who have been previously infected
with SARS-CoV-2.

Executive Summary
Key findings and considerations for this brief are as follows:
Available evidence shows that fully vaccinated individuals and those previously infected with SARS-CoV-2 each have a low
risk of subsequent infection for at least 6 months. Data are presently insufficient to determine an antibody titer threshold
that indicates when an individual is protected from infection. At this time, there is no FDA-authorized or approved test that
providers or the public can use to reliably determine whether a person is protected from infection.

-

The immunity provided by vaccine and prior infection are both high but not complete (i.e., not 100%).

-

Whereas there is a wide range in antibody titers in response to infection with SARS-CoV-2, completion of a primary

Multiple studies have shown that antibody titers correlate with protection at a population level, but protective titers at
the individual level remain unknown.
vaccine series, especially with mRNA vaccines, typically leads to a more consistent and higher-titer initial antibody
response.

-

For certain populations, such as the elderly and immunocompromised, the levels of protection may be decreased
following both vaccination and infection.

-

Current evidence indicates that the level of protection may not be the same for all viral variants.
The body of evidence for infection-induced immunity is more limited than that for vaccine-induced immunity in terms
of the quality of evidence (e.g., probable bias towards symptomatic or medically-attended infections) and types of
studies (e.g., observational cohort studies, mostly retrospective versus a mix of randomized controlled trials, casecontrol studies, and cohort studies for vaccine-induced immunity). There are insufficient data to extend the findings
related to infection-induced immunity at this time to persons with very mild or asymptomatic infection or children.
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Substantial immunologic evidence and a growing body of epidemiologic evidence indicate that vaccination after infection
significantly enhances protection and further reduces risk of reinfection, which lays the foundation for CDC
recommendations.

Background
CDC recommends COVID-19 vaccination for all eligible persons, including those who have been previously infected with SARSCoV-2 [1]. As of October 28, 2021, more than 45 million COVID-19 cases and over 740,000 deaths have been reported in the
United States (US) [2]. Data from a seroprevalence survey that assessed for presence of antibodies and history of vaccination
among US blood donors from January to August 2021 suggest that approximately half of previously infected adults in the US
have not been vaccinated [3].
Both SARS-CoV-2 infection and COVID-19 vaccination induce an immune response that initially confers high levels of protection
against symptomatic COVID-19 illness. This brief contains a review of evidence regarding vaccine-induced immunity and
infection-induced immunity, including the initial immune response, antibody decay kinetics, protection from subsequent
infection, impact of new variants, and effect of vaccinating previously infected individuals.
Separate overviews have been written on the types of assays used to assess the serologic response to SARS-CoV-2 (Interim
Guidelines for COVID-19 Antibody Testing | CDC) and detailed evidence of the immunity provided specifically by vaccines
(Science Brief: COVID-19 Vaccines and Vaccination).

Immune Response to Infection and Vaccination
Initial Immune Response to Infection
SARS-CoV-2 enters cells by binding to angiotensin converting enzyme-2 (ACE-2) receptors on the cell surface via the viral spike
protein. As described in the Antibody Testing Guidelines, currently available serologic assays measure both overall production of
antibodies against SARS-CoV-2 antigenic targets (binding antibodies) and functional ability to neutralize the SARS-CoV-2 virus
via virus neutralization or pseudovirus neutralization tests (neutralizing antibodies). The antigenic targets most frequently
assessed include those to the spike (S) protein, receptor binding domain (RBD) of the spike protein and nucleocapsid (N) core.
IgM, IgA, and IgG isotypes may be developed against any of these antigens. As discussed below, serum binding antibodies to S
and RBD and neutralizing antibodies have all been shown to correlate with protection against symptomatic SARS-CoV-2
infection.
SARS-CoV-2 infection induces a robust humoral and cellular immune response [4-8]. SARS-CoV-2-specific IgA and IgG have been
detected from both mucosal sites and the serum of infected individuals [8]. IgM, IgA, and IgG can be detected in the blood 5–15
days following symptom onset or a positive reverse transcriptase polymerase chain reaction (RT-PCR) test, with IgM typically
appearing first [6, 9]. IgM antibodies peak within the first few weeks following symptom onset, then fall below detectable limits 2–3
months after infection [6, 9, 10]. IgA antibodies also decrease rapidly, with some studies noting a return to undetectable levels within
the first 3 months following infection [9]. IgG antibodies are more durable, though waning is also noted as described below. SARSCoV-2-specific memory B- and T-cells also begin to appear within the first month following infection [11].
The vast majority of persons with SARS-CoV-2 infection generate detectable anti-SARS-CoV-2 antibodies, with multiple studies
reporting seroconversion rates of 90% or higher [10, 12]. One large population-based study reported a lower seroconversion rate of
76%, though, among those who did not seroconvert in this study, only 21% reported symptoms, and authors noted that only
34% had strong evidence of a true-positive PCR [13]. Among individuals who seroconvert following infection with SARS-CoV-2,
substantial heterogeneity exists, with a 200-fold difference in peak antibody titers noted in some studies [11].
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Multiple factors contribute to the degree of immune response mounted following infection. Both binding and neutralizing

antibody titers rise faster and reach a higher peak in persons with more severe COVID-19 [9, 10, 14]. People with symptomatic SARSCoV-2 infection tend to have higher antibody titers than people who are asymptomatic, and people who are hospitalized tend to
have higher antibody titers than people managed as outpatients [9, 10, 15, 16]. Studies have also demonstrated a correlation between
cycle threshold (Ct) value and antibody titer, with lower Ct values being associated with higher antibody titers at the population
level [9, 13].
Most studies did not find a relationship between sex and level of peak binding or neutralizing antibody titer. Increasing age has
been associated with decreased likelihood of seroconversion [13] but higher peak antibody titers among those who do seroconvert
. Lower rates of seroconversion have also been reported in persons with hematologic malignancies or receiving certain

[10, 11, 13, 15]

immunosuppressive medications [17, 18]. Data on the impact of other medical conditions is more variable and often confounded by
the increased risk of severe disease in persons with certain underlying medical conditions.

Initial Immune Response to Vaccination
As of October 28, 2021, approximately 92% of people who have been vaccinated in the United States received one of two FDAapproved or authorized mRNA vaccines (Pfizer/BNT1272b2 and Moderna/mRNA-1273), and 8% received an adenovirus vector
vaccine (Janssen/Ad26.COV2.S) [2]. Both vaccine types are designed to elicit an immune response against the spike protein that is
required for SARS-CoV-2 binding, fusion, and cell entry. Consequently, vaccination induces the production of anti-S and anti-RBD
binding and neutralizing antibodies in the blood, but not anti-N antibodies. Similar to infection, vaccines result in early
production of serum IgA, IgM, and IgG antibodies [19, 20], and also induce long-lasting memory B- and T-cell responses [19, 21-23].
In immunogenicity analyses completed during phase I/II vaccine trials, 100% of participants developed both binding and
neutralizing antibodies following vaccination with Pfizer-BioNTech and Moderna vaccines, and 90% of participants developed
binding and neutralizing antibodies following vaccination with the Janssen vaccine [24-26]. Whereas there is a wide range in
antibody titers in response to infection with SARS-CoV-2, completion of a primary vaccine series, especially with mRNA vaccines,
typically leads to a more consistent, and higher-titer initial antibody response [24, 26-29]. However, similar to infection, this immune
response may be decreased in older and immunosuppressed persons. Decreased rates of vaccine-induced seroconversion have
been reported among persons with a variety of immune suppressing conditions, including those on certain immunosuppressive
medications, post-solid organ transplant, and with hematologic cancers [30-34]. Studies have also found that persons aged 65-80
years and above have significantly lower peak anti-S and neutralizing antibody titers following vaccination than persons less than
65 years [35-40]. This is of particular concern given the increased risk of severe disease in older and immunosuppressed populations
.

[41, 42]

Correlation of Immune Response Metrics to Protection
Multiple correlate-of-protection studies have demonstrated that higher antibody titers are associated with decreased risk of
subsequent symptomatic SARS-CoV-2 infection. Data from both the phase 3 AZD1222 and mRNA-1273 vaccine efficacy trials
demonstrated that quantitative titers of anti-S IgG, anti-RBD IgG, and pseudovirus and SARS-CoV-2 neutralizing antibody tests all
correlate with protection against symptomatic infection (though not asymptomatic infection), with neutralizing antibodies having
the strongest correlation in both of these studies [43, 44].
Analysis of data across studies has been difficult due to a lack of standardization of serologic assays [45]. Two different studies
used data from seven vaccine efficacy studies (standardized against mean convalescent plasma titers) and one convalescent
plasma/reinfection study to model effectiveness as a function of antibody titer [46, 47]. These found a high degree of correlation
between mean peak neutralizing antibody titers and anti-S IgG binding antibodies within a population, and overall decrease in
risk of infection. One study estimated that neutralizing antibody titers amounting to only 20% of the mean convalescent plasma
neutralizing antibody titer (54 international units/ml using the WHO standard) correlated with a 50% reduction in infection risk;
this appeared robust in predicting the effectiveness of vaccines not included in the model [46, 48]. Of note, the level of antibody
associated with protection against severe disease was much lower than the level required to provide protection against infection,
with only 3% of the mean convalescent antibody titer level correlating with 50% protection against severe disease [46].
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Other immune mechanisms are also important in preventing SARS-CoV-2 infection and limiting COVID-19 illness severity,

although their direct correlation with protection is less defined at this time. A study of rhesus macaques found that adaptive
transfer of plasma with high titers of neutralizing antibodies was sufficient to protect from infection following a SARS-CoV-2
challenge. However, depleting CD8+ T cells compromised their ability to prevent infection once neutralizing antibodies had
waned [49]. Analysis of antibody, B-cell and T-cell responses in acutely infected and convalescent humans has shown that
protection depends on coordination of all three components of the immune response [50]. In the mRNA-1273 phase 3 clinical trial
described above, investigators estimated that 68.5% (95% CI 58.5–78.4) of the protective effect of vaccination could be attributed
to initial neutralization titers with some degree of protection occurring following vaccination, even when neutralization titers were
not detected [43]. These, along with studies noted above, suggest that, while the magnitude of antibody response following
infection or vaccination is correlated with protection and the absence of antibody with risk, antibody test results (particularly
when not standardized nor quantitative) provide only a partial picture of an individual’s immune response. At this time there is no
specific antibody test or antibody threshold that can determine an individual’s risk of subsequent infection.

Immune Response Kinetics and Duration of Protection
Immune Response Kinetics Following Infection
Antibody titers peak within 3-5 weeks following infection and then begin to wane in a manner that varies by individual, target
antigen, antibody isotype, and assay used [6, 51]. Anti-N antibodies appear to wane fastest, followed by anti-RBD, then anti-S
antibodies. Although at least 30% of persons may lose detectable anti-N antibodies within 10 months after infection, anti-S and
overall SARS-CoV-2-specific IgG remain detectable in approximately 90% of persons who seroconvert up to 10 months to one
year post-infection [16, 52]. Neutralizing antibodies appear to have a biphasic decline with an initial half-life of 2–3 months followed
by a slower decline [11, 14, 15]. (Table 1)
For at least 2–3 months following infection, people with moderate-to-severe COVID-19 illness have higher titers of binding and
neutralizing antibodies than people with mild illness [9, 14]; these differences may persist for 5–8 months following infection [11, 15].
B cells targeting SARS-CoV-2 increase in the first month and then remain at higher concentrations for at least 8 months post
infection [11, 14, 53]. SARS-CoV-2-specific CD4+ T cells increase then decline with a half-life of approximately 3-7 months; CD8+ T cell
measurements varied with at least one study reporting virtually no decline over the initial 4 months post-infection [11, 14]. (Table 1).

Protection from Reinfection in Cohort Studies
Multiple studies have compared the incidence of reinfection and primary infection during a specific time period to evaluate the
level and duration of protection provided by initial infection with SARS-CoV-2. Table 2 summarizes data from seven
observational cohort studies from six countries, each with >10,000 participants, assessing the risk of reinfection over time. Five
studies used RT-PCR positivity to define initial infection. In these studies, primary RT-PCR-confirmed SARS-CoV-2 infection
decreased risk of subsequent infection by 80–93% for at least 6–9 months [54-58]. Studies specifically assessing persons seropositive
with anti-N and anti-S antibodies following infection [16, 45] found slightly higher protective effects (89–93%). Most studies had a
mean or median follow-up period of approximately 7 months; the longest reported follow-up was 12 months post-infection [58].
Three studies included sub-analysis to assess if the protection waned over time; none of these found a decline in protection
within the follow-up period [54, 55, 57].
It is important to note that all of these studies were observational and all but two were retrospective. Low availability of testing
early in the pandemic may have biased these studies toward populations that were more likely to have had symptomatic or
medically attended primary infection. Most were unable to control for any potential differences in test- or healthcare-seeking
behaviors between previously infected and naïve persons, though a large proportion of the reinfections reported across the
studies were asymptomatic infections (Table 2). In one of the prospective cohort studies, over 25,000 healthcare workers were
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tested using RT-PCR testing every 2 weeks, allowing a more comprehensive ascertainment of reinfections. This study found that a
history of previous RT-PCR-confirmed infection provided 93% protection against a subsequent symptomatic infection, 52%
protection against asymptomatic infection, and 84% protection against overall infection with SARS-CoV-2 [54].
Many of these studies were completed just as vaccination was being rolled out in their respective countries, which makes it
challenging to follow up and determine when immunity after infection wanes and what markers best predict this waning. Based
on the trajectory of antibody decline, researchers have predicted that the immune response following infection would continue to
provide at least 50% protection against reinfection for 1–2 years following initial infection with SARS-CoV-2 or vaccination [13, 46].
This would be similar to what is observed with seasonal coronaviruses [59]. Further epidemiologic analyses are needed to confirm
these hypotheses.
Of note, these studies occurred when the ancestral strain and Alpha variant were the predominantly circulating variants. There is
evidence that protection may decrease in the setting of more transmissible variants of concern (VoC) and variants being
monitored (VBM), as discussed below.

Immune Response Kinetics Following Vaccination
Anti-S, anti-RBD and neutralizing antibodies remain detectable at least 6–8 months following vaccination [21, 22, 60]. Neutralizing
titers following vaccination with the mRNA-1273 vaccine are estimated to decay with a half-life of 68–202 days, whereas binding
anti-RBD antibodies decline with a half-life of 52–109 days [60]. These rates of antibody decay overlap with those reported for
convalescent individuals (as shown in Table 1), though at least one preprint study reported less rapid decay among people
recovered from infection compared with those vaccinated with BNT162b2 [28]. As with infection, the protective effect of vaccineinduced immunity is also supported by longer-term components of the humoral response, including memory B cells [21, 23, 61];
vaccine-induced CD4+ and CD8+ T cells continue to be relatively stable up to 6–8 months following vaccination [21, 61].
Although some studies have reported a faster decay of antibodies in persons 65 years or older, as compared to persons less than
65 years, lower anti-S and neutralizing antibodies at 2–6 months post vaccination appear to be at least partially attributable to
lower peak antibody titers in this population [39, 40]. Nursing home residents are a unique population given age, co-morbidity, and
congregate-setting associated risks. One study reported that detectable pseudovirus neutralization fell from 84% to 30% among
nursing home residents (median age: 76 years, age range: 48–100 years) between 2 weeks and 6 months following vaccination;
this was significantly faster than the rate of decline reported among staff-member controls (median age: 48 years, age range: 26
–76 years), 81% of whom continued to have detectable neutralization at 6 months post-vaccination [42].

Duration of Immune Protection from Vaccination
Evidence is still accruing regarding the duration of protection following vaccination. Using antibody kinetics, one model predicted
that an initial vaccine effectiveness of 90% would likely decline to approximately 70% around 250 days post-vaccination [46], not
accounting for other factors such as non-serologic components of the immune response or the impact of new circulating
variants.
Both Pfizer-BioNTech and Moderna released data from their phase 3 trials reporting overall high efficacy of mRNA vaccines
against laboratory confirmed SARS-CoV-2 infection 5-6 months following vaccination. Pfizer-BioNTech reported an overall
vaccine efficacy of 91% against infection and 97% against severe disease 6 months after vaccination with BNT162b2, though also
reported a gradual decline in efficacy against infection from 96% at 7 days–2 months to 84% at 4–6months [62]. Moderna reported
93% efficacy at a median of 5 months after vaccination with mRNA-1273, without further details on the rate of decline in efficacy
over time [63].
As described in greater detail in CDC’s COVID-19 Vaccine and Vaccination Science Brief and in a October 2021 Advisory
Committee on Immunization Practices presentation

, recent studies have demonstrated waning of both antibody titers and

vaccine effectiveness against infection over time, especially among older populations [42, 64]. Decreased vaccine effectiveness may
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reflect a combination of waning antibody titers and decreased neutralizing capacity in the setting of widespread circulation of
variants with partial immune escape. Notably, multiple studies have found that vaccine effectiveness against hospitalization
and/or severe disease continues to be high, ranging from 84–96%, up to 6 months following vaccination [65-68].

Impact of Variants on Infection- and Vaccine-induced Immunity
Variants of SARS-CoV-2 have emerged with multiple mutations in the spike protein that can result in decreased neutralization by
antibodies, including those induced by either prior infection or vaccination [19, 69].
There is laboratory evidence that persons previously infected with the original lineage of SARS-CoV-2 have reduced neutralizing
antibody titers against certain variants (i.e., Beta, Gamma, and Delta variants) [70-73]. One study found that among 367 unvaccinated
persons assessed 12 months after infection, 98% had detectable anti-S IgG and 91% had neutralizing antibodies against wildtype virus. By comparison, among a subset of 78 persons assessed for neutralizing antibodies against particular variants, these
were detectable in 84%, 68%, and 55% for Alpha, Delta, and Beta variants respectively [72]. Of note, absence of neutralization
activity was higher among people reporting mild infection versus those with severe disease [72].
In studies examining neutralization from convalescent sera and vaccinated individuals together, the relative reduction in
neutralization appears to be similar across both groups. A number of studies reported a 2- to 4-fold reduction in neutralization
against Delta and a 6-fold (or higher) reduction in neutralization against Beta but minimal decreased neutralization against Alpha,
as compared to the original SARS-CoV-2 lineage, for both convalescent and vaccinated individuals [70, 74, 75].
Decreased neutralization against Delta parallels reduced vaccine effectiveness against infection, but effectiveness remains high
against hospitalization or severe disease [65, 66]. As highlighted in the COVID-19 Vaccine and Vaccination Science Brief, recent
studies from the United States, United Kingdom, and Qatar have reported vaccine effectiveness of 54–85% against SARS-CoV-2
infection compared with 90–100% against hospitalization/severe disease during periods of widespread circulation of Delta [65, 76-78]

Comparison of Infection- and Vaccine-induced Immune Responses
A systematic review and meta-analysis including data from three vaccine efficacy trials and four observational studies from the
US, Israel, and the United Kingdom, found no significant difference in the overall level of protection provided by infection as
compared with protection provided by vaccination; this included studies from both prior to and during the period in which Delta
was the predominant variant [79]. In this review, the randomized controlled trials appeared to show higher protection from mRNA
vaccines whereas the observational studies appeared to show protection to be higher following infection.
A more recent analysis of data from a network of 187 hospitals in the United States found that, among more than 7,000 COVID19–like illness hospitalizations whose prior infection or vaccination occurred 90–179 days beforehand, there was a 5.5 times
higher odds of laboratory-confirmed COVID-19 among previously infected patients than among fully vaccinated patients [80]. This
study included data on persons more recently infected and/or vaccinated than the studies in the systematic review, though the
authors noted one limitation of the design was the potential of missing testing that may have occurred outside of the healthcare
network.
The Office of National Statistics in the United Kingdom used data from a large-scale longitudinal community survey of COVID-19
to compare the risk of infection among fully vaccinated, partially vaccinated, unvaccinated/previously infected, and
unvaccinated/uninfected persons during two different periods 1) when Alpha was the predominant variant (December 2020–May
2021) and 2) when Delta was the predominant variant (May–August 2021) [81]. Based on results that included over 26,000 RT-PCR
positive tests, they found full vaccination to provide the greatest protection during the Alpha predominant period (79% vs. 65%
reduction in risk), but equivalent protection from full vaccination and infection during the Delta predominant period (67% vs. 71%
reduction in risk).
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Vaccine-induced Immune Responses after Previous Infection
Although there appears to be varying evidence regarding the relative protection that occurs after surviving COVID-19 as
compared with completing vaccination, there is substantial immunologic and increasing epidemiologic evidence that vaccination
following infection further increases protection against subsequent illness among those who have been previously infected.

Immunologic Data on Vaccination Following Infection
There is clear evidence that neutralizing antibody and memory B cell response elicited by a single dose of mRNA vaccine
following previous infection with SARS-CoV-2 results in an increased antibody titer that is approximately equivalent to a twodose vaccine regimen in individuals who were not previously infected (Table 3) [22, 23, 82-89]. In one study of healthcare workers
vaccinated 7–11 months after infection with SARS-CoV-2, antibody titers measured 6 days following their first vaccination dose
were twice as high as the antibody titers measured the month after their initial infection, and were able to neutralize wild-type,
Alpha, and Beta variants, irrespective of vaccine type, number of doses, or pre-vaccination antibody titers [90].

Risk of Reinfection in Unvaccinated vs. Vaccinated Individuals with a History of
Infection
In studies directly comparing risk of reinfection among previously infected individuals who were never vaccinated versus
individuals who were vaccinated after infection, most, but not all, studies show a benefit of vaccination. One retrospective cohort
study described risk of reinfection from December 2020–May 2021 among 2,579 US-based healthcare users previously infected
with SARS-CoV-2, about 47% of whom were vaccinated over the course of the study. Investigators did not detect any cases of
reinfection, regardless of vaccination status during 5 months of observation and so could not detect a benefit of vaccination [91].
In contrast, a case-control study conducted among 738 residents of Kentucky with reported infection during March–December
2020 found that previously infected persons who were unvaccinated had 2.3 times greater odds of reinfection during May–June
2021 than previously infected but vaccinated individuals [92]. Both studies occurred before Delta became the dominant variant in
the United States.
More recent observational cohort studies including over 700,000 health system users in Israel and over 11,000 healthcare workers
in India reported that history of prior infection provided greater protection from subsequent infection than vaccination alone, but
overall risk of infection was lowest among those that were vaccinated following infection during periods of Delta predominance
. In the systematic review described above, a pooled analysis across seven studies showed a modest but significant increase

[93, 94]

in protection from infection when previously infected individuals were vaccinated [79].

Limitations
This review summarizes characteristics of infection- and vaccine-induced immune responses, evidence regarding duration of
immunity, and the potential impact of circulating variants. The approach was limited in scope focusing primarily on articles that
were published in high-impact journals or novel in their findings; therefore, this does not represent a systematic review of all the
scientific literature on SARS-CoV-2 infection-induced immunity. Particular biases related to observational study designs have
been discussed above. The majority of studies included in this review came from a small number of countries, often with limited
diversity in participants. Many of the immunologic studies did not include detailed demographic data. More consistent inclusion
of descriptive data about demographics of participating populations (e.g., race/ethnicity, socioeconomic status, educational
attainment) and conscious efforts to improve the racial, ethnic, and social diversity of participants in studies would be of great
benefit in ensuring that related policies address the needs of all populations.

Conclusions
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Multiple studies in different settings have consistently shown that infection with SARS-CoV-2 and vaccination each result in a low
risk of subsequent infection with antigenically similar variants for at least 6 months. Numerous immunologic studies and a
growing number of epidemiologic studies have shown that vaccinating previously infected individuals significantly enhances their
immune response and effectively reduces the risk of subsequent infection, including in the setting of increased circulation of
more infectious variants.
Although the Delta variant and some other variants have shown increased resistance to neutralization by both post-infection and
post-vaccination sera in laboratory studies, observed reduction in effectiveness has been modest, with continued strong
protection against hospitalization, severe disease, and death.
Multiple studies have shown that antibody titers correlate with protection at a population level; however, data are presently
insufficient to determine an antibody titer threshold that indicates if an individual is protected from infection. At this time, there is
no FDA-authorized or approved test that providers or the public can use to reliably determine whether a person is protected
from infection.
CDC will continue to follow and evaluate evolving scientific evidence in these areas and update recommendations accordingly.

Table 1: Duration of various immune markers after infection, multiple studies
Immune marker

Half-life/Duration

Citation

Anti-nucleocapsid IgG

63–85 days

[11, 14, 15,
53]

126–229 days

Anti-spike IgG

[11, 13-15,
52, 53]

83–126 days

[11, 14, 53]

55 days (at <70 days post infection), then 519 days 150 days (at >42 days),

[14] [53]

Anti-receptor binding
domain
Neutralizing Abs

then 254 days (at>120 days post symptom onset)
90–114 days

[11]

Increased over initial 4 months, then sustained

[11] [53]

CD4+ T Cells

Increased over first month then declined with half-life of 94–207 days

[11, 14, 53]

CD8+ T-Cells

Increased over first month then declined with half-life of 125–690 days

[11, 14, 53]

Pseudovirus
neutralization
Memory B Cells

TTable 2: Summary of cohort studies with N>10,000 and population-level observational studies on reinfection, multiple locations
Study

Definition

Design/

Population/Sample

of initial

Follow-up

Definition of

Location

Size

infection

period

reinfection

Key Findings

Citation
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Definition

Study
Design/

Population/Sample

of initial

Follow-up

Definition of

Location

Size

infection

period

reinfection

Multicenter

Healthcare workers

RT-PCR or

Enrolled:

RT-PCR

Incidence of

prospective

(HCWs)

antibody

Jun–Dec

positive >90

reinfections: 7.6

Key Findings

cohort (SIREN)

Median age: 46 yrs

positive

2020

days following

per 100,000

with routine

(Range: 18–84yrs)

(n = 8278)

Data

previous

person-days

RT-PCR and

(N = 25,661)

extracted

positive RT-

compared to 57.3

Feb 2021

PCR or >4

for per 100,000

weeks

person-days for

following prior

primary

antibody
testing every
2-4 weeks
United
Kingdom

positive

infections

antibody test

SARS-CoV-2

(further

infection offered

classified as

84% protection

confirmed,

against infection

probable, or

(93% against

possible from

symptomatic

clinical review)

infection) at

Citation
[54]

7-months
following primary
infection
Mean interval to
reinfection was
200 days
50% of cases
were
symptomatic
National-level

Individuals tested

RT-PCR

Assessed

observational

nationally during 1st

positive

for

wave

during the

reinfections

the 1st and

infection was

(N = 525,339)

1st wave

during 2nd

2nd wave (or

80.5% overall;

(Mar–May

wave (Sep

subsequent

47.1% in persons

2020)

–Dec 2020

positive >90

>65years (in

days later in

alternate

alternative
analysis)

analysis)
No difference

study
Denmark

(n = 11,068)

RT-PCR

Protection

positive during

against repeat

[55]

found when
comparing 3-6
months to >7
months of
follow-up
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Definition

Study
Design/

Population/Sample

of initial

Follow-up

Definition of

Location

Size

infection

period

reinfection

Key Findings

Retrospective

Compared “COVID-19

Positive RT-

Assessed

observational

survivors” from first

PCR during

for

study (national

wave to general

1st wave

population

(Feb to

(N~8.9 million)

reporting
system)
Austria

RT-PCR

Odds ratio (OR)

positive during

for reinfection

reinfections

1st and 2nd

amongst COVID-

during 2nd

wave (did not

19 survivors

April 2020)

wave (Sep

track infections

compared to

excluding

–Nov 2020)

that occurred

general

deaths

from May to

population

(n = 14,840)

Aug 2020)

was .09

Citation
[56]

Mean time to
reinfection was
212 days
Noted 5
hospitalizations
and one death
amongst 40
“tentative”
reinfections,
though death
was thought to
be unrelated
Retrospective
cohort study

Healthcare users

RT-PCR

Initial

RT-PCR

Protection

tested for COVID-19

positive

testing: Mar

positive ≥90

against repeat

(health

from Mar to Aug 2020

prior to Aug

–Aug 2020

days after

infection was

system)

Mean age: 51 years

30, 2020

Follow-up

initial positive

81.8% overall and

(SD: 22 years)

(n=8,845)

through Feb

test

84.5% against

United States

(N = 150,325)

2021

[57]

symptomatic
infection
Average time to
reinfection was
139 days;
protection
increased over
time
50% of possible
reinfections were
symptomatic
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Definition

Study
Design/

Population/Sample

of initial

Follow-up

Definition of

Location

Size

infection

period

reinfection

Population-

Page 11 of 19

Key Findings

Healthcare users

RT-PCR

Mean

RT-PCR

Incidence of

level

Median age: 59 years

positive

follow-up:

positive test

reinfections: 1.0

observational

(Range: 0-108 years)

during 1st

280 days

>90 days after

per 100,000

study (using

(N = 15,078)

wave (Feb

resolution of

person days

laboratory-

–Jul 2020)

first infection

compared to 15.1

system)

(n = 1579)

(with at least 2

per 100,000

consecutive

person days for

negative tests

primary

Italy

in-between)

Citation
[58]

infections
Incidence rate
ratio (IRR) 0.07
(93% reduction in
risk)
Mean interval
between primary
infection and
reinfection was
>230 days
Of 5 reinfections,
1 required
hospitalization
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Definition

Study
Design/

Population/Sample

of initial

Follow-up

Definition of

Location

Size

infection

period

reinfection

National-level

Individuals with

Antibody

RT-PCR-

Calculated

observational

testing data in

positive

follow-up:

positive >14

incidence rate of

16.3 weeks

days after

reinfection as

(range: 0–34

infection,

0.66 per 10,000

assessed

person-weeks

clinically for

compared to

study (using

centralized national

from Apr

national

database, from April

–Dec 2020

to Dec 2020

(n = 43,044)

laboratory)
Qatar

Median

weeks)

Median age: 35-38

Key Findings

years

evidence of

13.69 per 10,000

(N = 192,967)

reinfection and

person weeks for

then adjusted

primary infection

for proportion

Amongst

that were able

antibody-positive

to be

individuals,

confirmed as

protection was

genetically

estimated at

distinct in

95.2% for up to 7

paired

months of

genomic

follow-up

sequencing

Citation
[95]

Incidence of
reinfections did
not increase with
time
Reinfections were
less severe than
primary
infections (none
were critical or
fatal)

Prospective

HCWs at four Oxford

Anti-S IgG

Cohort

University teaching

positive

United

hospitals

(n = 1265)

Kingdom

Initial

RT-PCR

Incidence of

positive 60

reinfection: 0.13

2020

days or more

per 10,000 days

Median age: 38 years

Follow-up

after their first

at risk compared

(Range: 18-86 years)

until Nov

positive

to 1.09 per

(N = 12,541)

2020 (31
weeks)

antibody test
or RT-PCR test

10,000 days at
risk for

testing: Mar

[96]

seronegative
participants
aIRR of 0.11 (89%
reduction in risk)
All reinfections
were
asymptomatic

Table 3: Selected studies evaluating the immune response to a 1st and 2nd dose of mRNA vaccine following previous infection
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Effect of 1st dose if

Effect of if previously

previously infected vs. 2nd

infected, 2nd dose vs.

Notes

Citation

dose if SARS-CoV-2 naïve

1st dose

SARS-CoV-2 naïve (n=33)

Antibody and memory B cell

or previously infected

responses 2 weeks after 1st

No increase in overall

Included assessment of

[22]

or neutralizing

response to B.1.351

(n=11; 65–275d prior);
similar age and sex

dose similar to SARS-CoV-2

antibodies, or spike-

variant

naïve participants 1 week

specific memory B cells

distribution who received

after 2nd dose

two doses of PfizerBioNTech or Moderna
vaccine
Study within cohort of

Anti-RBD IgG no difference

No difference in Anti-

Sensitivity analysis

participants who were

≤21d post 1st dose than for

RBD IgG (10.2[8.4

including participants

SARS-CoV-2 naïve (n=490

SARS-CoV-2 naïve

–10.5] vs. 9.9 [9.4

with data at all time

post dose 1, n=228 post

participants ≤21d after 2nd

–10.3])

points found similar

dose 2) or previously

dose (10.0 [9.2–10.4] vs. 9.9

results. Timing of

infected (n=35 post dose

[9.4-10.3)

previous infections not

1, n=11 post dose 2)

[86]

specified.

Study within cohort of

Median anti-spike IgG 6-fold

No increase in

Assay measured by

participants who were

higher after 2nd dose than

antibody titers after 2nd

area under the curve;

SARS-CoV-2 naïve (n=67

SARS-CoV-2 naïve

dose

antibody levels 10–45

post dose 1, n=36 post

participants after 1st dose

[88]

times higher at

dose 2) with previously

baseline if previous

infected (n=43 post dose

infection. Timing was

1, n=19 post dose 2)

soon after 2nd dose but
was unspecified; timing
of prior infection is also
unknown.

Group receiving 2 doses

Neutralizing anti-RBD IgG at

Results chart indicates

of Pfizer-BioNTech

day 7 post 1st vaccine dose in

no difference between

vaccine, either previously

previously infected group no

antibody titers after 1st

infected (n=6, 2–7

different to day 7 post 2

vs. 2nd dose (numbers

months post-infection) or

dose in uninfected group

not provided)

SARS-CoV-2 naïve (n=9)

(GMT, 95% CI: 906, 552–1348

nd

[87]

vs. 670, 364–1228, p = NS)
Healthcare workers

(not assessed)

No substantial

Similar antibody

infected a median of 2

difference in binding

responses after vaccine

months previously

assay (0.92-fold) or

by whether previous

(n=18), 9 months

neutralizing titers

infection was ~2

previously (n=19) or

(1.17-fold) between

months or ~9 months

SARS-CoV-2 naïve (n=73)

21d after 1 dose and

previously

who received 2 doses of

28 days after 2nd dose

st

[82]

Pfizer-BioNTech vaccine.
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Cohort of recipients of

Irrespective of time since

Neutralization did not

This study noted similar

Pfizer-BioNTech vaccine

infection, previously infected

increase between 1st

trends for IgA, IgM, and

previously infected (n=51;

recipients had higher spike-

and 2nd doses.

IgG. There is limited

25 in 1st wave, 26 in 2nd

specific IgG and pseudovirus

information on timing

wave) or SARS-CoV-2

neutralization than previously

of tests after vaccine

naïve (n=50)

uninfected after 2nd dose.

doses.

Group of recipients of

Higher IFN-gamma 20 d after

IFN-gamma declines

IFN-gamma from CD4+

Pfizer-BioNTech vaccine

1 dose if previous infection

after 2 dose (but

T cells assessed to

previously infected (n=23;

than 20d after 2nd if no

boosted after 1st dose)

SARS-CoV-2 spike and

1–9 months after

previous infection

st

nd

[85]

[84]

peptide pools. Note

infection) or uninfected

that a separate analysis

(n=23)

indicates natural
infection drives IFNgamma responses
more than vaccineinduced immunity.

Recipients of Pfizer-

Two months after 2nd dose

BioNTech vaccine, 1 dose

without previous infection,

B-cells 6 to 12 months

if previously infected

similar antibody levels but

after infection.

(n=43; 17 with severe

lower neutralization against

illness 12 months prior;

variants, lower proportion of

17 with mild illness 12

anti-spike B cells that were

months prior; 9 with mild

anti-RBD, and less diverse

illness 6 months prior); or

responses. Neutralizing B-cell

2 doses if SARS-CoV-2

clones were present but less

naïve * (n=25)

common without infection.

Recipients of Pfizer-

Similar titers of anti-spike

No increase in median

Timing of RT-PCR

BioNTech or Moderna

antibody if previously

anti-spike or anti-RBD

positive tests is unclear.

vaccine, anti-

infected ~21 days post dose

titers. However, no.

nucleocapsid negative

1 compared with ~66 days

post infection with

(n=148) or positive (n=20;

after dose 2 if SARS-CoV-2

neutralizing antibodies

mostly by RT-PCR)

naïve.

increased from 10/15

(Not assessed)

Stable IgG and memory

[23]

[89]

to 12/15 and varied by
individual.
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6HSWHPEHU

7KH+RQRUDEOH&KLTXLWD%URRNV/D6XUH
$GPLQLVWUDWRU
&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV
6HFXULW\%OYG
%DOWLPRUH0'

RE: Forthcoming Interim Final Rule Implementing a Mandatory COVID-19
Vaccination Policy for Hospitals and Other Health Care Providers Participating in
Medicare and Medicaid

'HDU$GPLQLVWUDWRU%URRNV/D6XUH

2QEHKDOIRIRXUQHDUO\PHPEHUKRVSLWDOVKHDOWKV\VWHPVDQGRWKHUKHDOWKFDUH
RUJDQL]DWLRQVDQGRXUFOLQLFLDQSDUWQHUV±LQFOXGLQJPRUHWKDQDIILOLDWHG
SK\VLFLDQVPLOOLRQQXUVHVDQGRWKHUFDUHJLYHUV±DQGWKHKHDOWKFDUHOHDGHUV
ZKREHORQJWRRXUSURIHVVLRQDOPHPEHUVKLSJURXSVWKH$PHULFDQ+RVSLWDO$VVRFLDWLRQ
$+$ ZULWHVWRRIIHURXUUHFRPPHQGDWLRQVRQKRZWKH&HQWHUVIRU0HGLFDUH 0HGLFDLG
6HUYLFHV &06 VKRXOGLPSOHPHQWLWVPDQGDWRU\&29,'YDFFLQDWLRQSROLF\

2Q6HSW&06DQQRXQFHGLWZRXOGLVVXHDQLQWHULPILQDOUXOH ,)5 LQ2FWREHU
UHTXLULQJ&29,'YDFFLQDWLRQVIRUZRUNHUVLQPRVWKHDOWKFDUHVHWWLQJVUHFHLYLQJ
0HGLFDUHRU0HGLFDLGUHLPEXUVHPHQWOLNHO\E\XVLQJ0HGLFDUH0HGLFDLG&RQGLWLRQVRI
3DUWLFLSDWLRQ &R3V &06KDVLQGLFDWHGWKDWDZLGHUDQJHRIKHDOWKFDUHSHUVRQQHO
ZRXOGEHVXEMHFWWRWKHSROLF\LQFOXGLQJFOLQLFDOVWDIIYROXQWHHUVVWDIIQRWGLUHFWO\
LQYROYHGLQSDWLHQWFDUHDQGLQGLYLGXDOVSURYLGLQJVHUYLFHVXQGHUDUUDQJHPHQWV

7KH$+$VWURQJO\VXSSRUWVWKHVWDWHGJRDORI&06¶PDQGDWRU\YDFFLQDWLRQSROLF\
±WKDWLVWRHQVXUHDOOKHDOWKFDUHZRUNHUVDUHYDFFLQDWHGIRU&29,'DVVDIHO\
DQGH[SHGLWLRXVO\DVSRVVLEOH7KH$+$KDVUHSHDWHGO\XUJHGWKHYDFFLQDWLRQRIDOO
KHDOWKFDUHZRUNHUVDQGKDVVXSSRUWHGKRVSLWDOVDQGKHDOWKV\VWHPVWKDWFKRRVHWR
PDQGDWHYDFFLQDWLRQ,QIDFWDVRIWKHGDWHRIWKLVOHWWHUKRVSLWDOVDQGKHDOWK
V\VWHPVKDYHSXEOLFO\DQQRXQFHGWKHLURZQPDQGDWRU\YDFFLQDWLRQSROLFLHV

+RZHYHUWKHVHPDQGDWHGHFLVLRQVZHUHLQIRUPHGE\KRVSLWDOV¶HYDOXDWLRQRIWKHORFDO
FLUFXPVWDQFHVLQWKHLURZQIDFLOLWLHVDQGFRPPXQLWLHV0DQ\KRVSLWDOVEHOLHYHGLWZDV
WKHULJKWWLPHWRLPSOHPHQWDYDFFLQHPDQGDWHEXWRWKHUVKDYHFRQWLQXHGWRZRUN
GLOLJHQWO\ZLWKWKHLUXQYDFFLQDWHGFROOHDJXHVWRFRQYLQFHWKHPWRWDNHWKHYDFFLQH
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YROXQWDULO\,QLPSOHPHQWLQJDQDWLRQDOUHJXODWRU\PDQGDWHIRUKHDOWKFDUHIDFLOLWLHVWR
YDFFLQDWHWKHLUSHUVRQQHO&06VKRXOGHQVXUHLWVSROLF\LVIHDVLEOHWUDQVSDUHQWDQGIDLU
IRUDOOKHDOWKFDUHSURYLGHUVWKDWDUHVXEMHFWWRLW

,QDGGLWLRQLWLVYLWDOWKDW&06LVVXHWKH,)5DQGDVVRFLDWHGLQWHUSUHWLYHJXLGDQFH
DVH[SHGLWLRXVO\DVSRVVLEOHWRKHOSFUHDWHVWDELOLW\IRUWKHKHDOWKFDUHILHOG:KLOH
NQRZLQJ&06¶JHQHUDOLQWHQWLRQWRLPSOHPHQWDPDQGDWRU\YDFFLQDWLRQSROLF\LVKHOSIXO
WKHDJHQF\¶VDQQRXQFHPHQWDOVRKDVLQWURGXFHGVRPHXQFHUWDLQW\DQGFRQIXVLRQ
7KRVHKRVSLWDOVWKDWGRQRW\HWKDYHPDQGDWRU\YDFFLQDWLRQSROLFLHVDUHHDJHUWRNQRZ
KRZ&06ZLOODVVHVVDQGHQIRUFHFRPSOLDQFHVRWKDWWKH\FDQSODQDFFRUGLQJO\
)XUWKHUPRUHWKRVHKRVSLWDOVWKDWDOUHDG\KDYHPDQGDWRU\YDFFLQDWLRQSROLFLHVZDQWWR
NQRZWRZKDWH[WHQWWKHLUH[LVWLQJSROLFLHVPD\QHHGPRGLILFDWLRQ$IHZVWDWHVDQG
PXQLFLSDOLWLHVDOVRKDYHLPSOHPHQWHGRUDUHLQWKHSURFHVVRILPSOHPHQWLQJYDFFLQDWLRQ
PDQGDWHVIRUKHDOWKFDUHZRUNHUV+RVSLWDOVLQWKHVHDUHDVDUHFRQFHUQHGDERXW
HQVXULQJWKHLUSROLFLHVDOLJQZLWKDOOUHJXODWRU\UHTXLUHPHQWV/DVWO\VRPHXQYDFFLQDWHG
KHDOWKFDUHZRUNHUVKDYHLQGLFDWHGWRRXUPHPEHUVWKDWWKH\DUHXQZLOOLQJWRVWDUWWKH
SURFHVVRIREWDLQLQJWKHYDFFLQHVXQWLOWKHUHLVDQRIILFLDO&06SROLF\LQSODFH$WDWLPH
ZKHQKRVSLWDOVUHPDLQHGVWUDLQHGE\RQJRLQJVXUJHVLQ&29,'KRVSLWDOL]DWLRQV
LVVXLQJWKH,)5DQGLQWHUSUHWLYHJXLGDQFHTXLFNO\ZLOOKHOSPLQLPL]HGLVUXSWLRQVWRWKH
ILHOGDQGSURYLGHKRVSLWDOVZLWKWKHFODULW\DQGVWDELOLW\WKH\QHHGWRLPSOHPHQWWKH
SROLF\

7KH$+$XUJHV&06WRHQVXUHLWVPDQGDWRU\YDFFLQDWLRQSROLF\LQFOXGHV
DSSURSULDWHVDIHJXDUGVWRSUHVHUYHDFFHVVWRFDUHLQDOOFRPPXQLWLHV:HEHOLHYH
&06FDQDFKLHYHDEDODQFHEHWZHHQKLJKYDFFLQDWLRQUDWHVDQGDFFHVVWRFDUHE\

x (QVXULQJDOHYHOSOD\LQJILHOGDFURVVKHDOWKFDUHE\DSSO\LQJPDQGDWRU\
YDFFLQDWLRQSROLFLHVWRDOO0HGLFDUHUHJXODWHGKHDOWKFDUHSURYLGHUV
x 3URYLGLQJDQDGHTXDWHDPRXQWRIWLPHIRUKRVSLWDOVWRFRPHLQWRFRPSOLDQFH
x 8VLQJDSURJUHVVLYHHQIRUFHPHQWDSSURDFKWKDWJLYHVKRVSLWDOVDGHTXDWH
QRWLFHLIWKH\DUHQRWLQFRPSOLDQFHDVZHOODVPXOWLSOHRSSRUWXQLWLHVWRFRPHLQWR
FRPSOLDQFHDQG
x 3URYLGLQJHQIRUFHPHQWIOH[LELOLW\LQWKHHYHQWRIYDFFLQHVXSSO\VKRUWDJHV

,QDGGLWLRQWKH$+$XUJHV&06WRSURYLGHFOHDUVSHFLILFLQIRUPDWLRQDERXWKRZ
KRVSLWDOVFDQGHPRQVWUDWHWKHLUFRPSOLDQFHDQGKRZ&06ZLOOFRQGXFW
HQIRUFHPHQWE\

x ,VVXLQJLQWHUSUHWLYHJXLGDQFHFRQFXUUHQWO\DQG
x $OORZLQJH[FHSWLRQVIURPWKHPDQGDWHIRUPHGLFDOUHDVRQVDQGVLQFHUHO\
KHOGUHOLJLRXVEHOLHIVDQGSURYLGLQJJXLGDQFHIRUDOOSURYLGHUVRQKRZWRDSSO\
WKHVHH[FHSWLRQVFRQVLVWHQWO\
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/DVWO\WKH$+$XUJHV&06WRPLQLPL]HWKHSRWHQWLDOIRUPLVDOLJQPHQWDQG
GXSOLFDWLRQZLWKH[LVWLQJIHGHUDOYDFFLQHUHODWHGSROLFLHVE\

x 8VLQJWKHUHSRUWLQJRIWKHUHFHQWO\DGRSWHG&06KHDOWKFDUHSHUVRQQHO
YDFFLQDWLRQTXDOLW\PHDVXUHWRPHDVXUHKRVSLWDOFRPSOLDQFHDQG
x &RRUGLQDWLQJZLWKRWKHUIHGHUDODJHQFLHVVXFKDVWKH2FFXSDWLRQDO6DIHW\DQG
+HDOWK$GPLQLVWUDWLRQ 26+$ WKH(TXDO(PSOR\PHQW2SSRUWXQLW\&RPPLVVLRQ
((2& DQGRWKHUVWRHQVXUHKRVSLWDOVDUHVXEMHFWWRRQO\RQHFRQVLVWHQW
PDQGDWRU\YDFFLQDWLRQSROLF\

%HORZZHSURYLGHDGGLWLRQDOGHWDLOVRQHDFKRIWKHVHUHFRPPHQGDWLRQV


35(6(59,1*$&&(6672&$5(

(QVXULQJD/HYHO3OD\LQJ)LHOG$FURVV+HDOWK&DUH7KH$+$XUJHV&06WRDSSO\LWV
PDQGDWRU\YDFFLQDWLRQSROLF\WRDOO0HGLFDUHUHJXODWHGKHDOWKFDUHSURYLGHUV
&06¶LQLWLDOSXEOLFDQQRXQFHPHQWPDGHLWFOHDUWKDWWKHUHTXLUHPHQWZRXOGDSSO\WR
KRVSLWDOVDPEXODWRU\VXUJHU\FHQWHUVHQGVWDJHUHQDOGLVHDVHSURYLGHUVDQGSRVW
DFXWHFDUHVHWWLQJVOLNHKRPHKHDOWKDJHQFLHVDQGQXUVLQJKRPHV+RZHYHULWLVYLWDO
WKDW&06IRVWHUVDFRQVLVWHQWYDFFLQDWLRQH[SHFWDWLRQDFURVVDOOW\SHVRIKHDOWKFDUH
SURYLGHUV&06VKRXOGHQVXUHLWVPDQGDWHDSSOLHVWRRWKHUW\SHVRIHQWLWLHVWKDWPD\
UHFHLYH0HGLFDUHRU0HGLFDLGUHLPEXUVHPHQWVXFKDVIHGHUDOO\TXDOLILHGKHDOWKFHQWHUV
)4+&V FRPPXQLW\KHDOWKFHQWHUV &+& DQGQRQKRVSLWDOEDVHGSK\VLFLDQSUDFWLFHV

:HUHFRJQL]HWKDWQRWDOORIWKHVHHQWLWLHVKDYH&R3VRUFRQGLWLRQVRIFRYHUDJHOLNH
KRVSLWDOVVRWKHSUHFLVHUHJXODWRU\PHFKDQLVPWRLPSOHPHQWDYDFFLQDWLRQPDQGDWH
FRXOGYDU\1HYHUWKHOHVVPDNLQJWKHPDQGDWHDVEURDGEDVHGDVSRVVLEOHZRXOG
HQVXUHWKDWKHDOWKFDUHSURYLGHUVGRQRWFRPSHWHIRUDOLPLWHGODERUSRROEDVHGRQ
ZKHWKHUSDUWLFXODUW\SHVRIHQWLWLHVDUHUHTXLUHGWRKDYHYDFFLQDWLRQPDQGDWHV$
FRQVLVWHQWDSSURDFKDSSOLFDEOHWRDVPDQ\KHDOWKFDUHSURYLGHUVDVSRVVLEOHZRXOGKHOS
PLQLPL]HWKLVSRVVLELOLW\

3URYLGLQJ7LPHWR&RPH,QWR&RPSOLDQFH7KH$+$EHOLHYHVWKDWSURYLGLQJDGHTXDWH
WLPHWRFRPHLQWRFRPSOLDQFHZLWK&06¶YDFFLQDWLRQPDQGDWHLVYLWDOWR
PDLQWDLQLQJDFFHVVWRFDUH7KLVLVHVSHFLDOO\WUXHJLYHQWKDWWKHPD[LPXPSHQDOW\IRU
QRQFRPSOLDQFHZLWKD&R3±UHPRYDOIURPWKH0HGLFDUHDQG0HGLFDLGSURJUDPV±LV
VHYHUHHQRXJKWRMHRSDUGL]HPRVWKRVSLWDOV¶ILQDQFLDOYLDELOLW\DQGWKUHDWHQWKHLUDELOLW\
WRFDUHIRUWKHLUFRPPXQLWLHV)XUWKHUPRUHPDQ\KRVSLWDOVDUHH[SHULHQFLQJVHYHUH
ZRUNIRUFHVKRUWDJHV:KLOHWKHFKDOOHQJHVRIVXVWDLQLQJWKHKHDOWKFDUHZRUNIRUFH
SUHGDWH&29,'WKHSDQGHPLFKDVRQO\VHUYHGWRH[DFHUEDWHWKHP+RVSLWDOVUHSRUW
WKDWVRPHZRUNHUVKDYHFKRVHQWROHDYHWKHKHDOWKFDUHILHOGDOWRJHWKHUGXHWRWKH
HPRWLRQDOWROO
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$PRQJWKHUHPDLQLQJZRUNIRUFHWKHUHDOLW\LVWKDWDVLVWKHFDVHLQWKHJHQHUDO
SRSXODWLRQVRPHKRVSLWDOZRUNHUVUHPDLQKHVLWDQWWRUHFHLYHWKHYDFFLQHDQGVRPH
KRVSLWDOVKDYHPRUHRIVXFKZRUNHUVWKDQRWKHUV7REHFOHDUDOOKRVSLWDOVKDYH
UHGRXEOHGWKHLUHIIRUWVFRQYLQFHWKHUHPDLQGHURIWKHLUZRUNIRUFHWRREWDLQWKHYDFFLQHV
+RZHYHUWKHVHHIIRUWVWDNHWLPHDQGVRPHKRVSLWDOVDUHIHDUIXOWKDWDKDVW\
LPSOHPHQWDWLRQRI&06¶SROLF\FRXOGSURPSWDEUXSWUHVLJQDWLRQVRIVRPHVWDII*LYHQ
WKHQDWLRQDOVFDOHRIVWDIILQJVKRUWDJHVUHSODFLQJVWDIIFRXOGEHH[WUHPHO\FKDOOHQJLQJ
IRUVRPHKRVSLWDOV7KLVFRXOGIRUFHGLIILFXOWFKRLFHVDERXWVXVSHQGLQJRUHOLPLQDWLQJ
VHUYLFHV$VKDVEHHQUHSRUWHGLQWKHPHGLDDKRVSLWDOLQ1HZ<RUNVWDWHZDVUHFHQWO\
IRUFHGWRVXVSHQGODERUDQGGHOLYHU\VHUYLFHVIROORZLQJWKHLPSOHPHQWDWLRQRID
YDFFLQDWLRQPDQGDWHGXHWRDODFNRIVXIILFLHQWVWDIILQJ6LPSO\SXWPDLQWDLQLQJ
DGHTXDWHVWDIILQJLVIRXQGDWLRQDOWRDVVXULQJDFFHVVWRTXDOLW\FDUH

,QDGGLWLRQZKLOH&06KDVDQQRXQFHGLWVLQWHQWLRQWRZULWHDQ,)5DWOHDVWRQHPRQWK
EHIRUHLWLVLVVXHGPDQ\GHWDLOVRIKRZKRVSLWDOVZLOOEHH[SHFWHGWRGHPRQVWUDWHWKHLU
FRPSOLDQFHDUHVWLOOXQFOHDU+RVSLWDOVZLOOQHHGWLPHWRIDPLOLDUL]HWKHPVHOYHVZLWK
&06¶H[SHFWDWLRQVDQGHQVXUHWKH\DUHFRPSOLDQWZLWKWKHP)RUWKHVHUHDVRQVZH
XUJH&06WRHQVXUHWKHUHLVVXIILFLHQWWLPHEHWZHHQZKHQWKHUHTXLUHPHQWWDNHV
HIIHFWDQGZKHQFRPSOLDQFHZRXOGEHJLQWREHHQIRUFHG)RUH[DPSOHPDQ\
KRVSLWDOVWKDWKDYHLPSOHPHQWHGWKHLURZQPDQGDWRU\YDFFLQDWLRQSROLFLHVDQQRXQFHG
WKHPDWOHDVWGD\VEHIRUHHPSOR\HHVZHUHWRFRPSO\&06FRXOGXVHDVLPLODU
WLPHIUDPHIRULWVSROLF\%\ZD\RILOOXVWUDWLRQLI&06ZHUHWRLVVXHWKHILQDOUXOHDQG
DVVRFLDWHGLQWHUSUHWLYHJXLGDQFHRQRUDERXW2FWLWVILUVWDVVHVVPHQWRIZKHWKHU
KRVSLWDOVZHUHFRPSO\LQJZLWKWKHPDQGDWHFRXOGWDNHSODFHRQ'HF7KLVZRXOG
DOORZDV\HWXQYDFFLQDWHGHPSOR\HHVWLPHWRJHWDQ\UHPDLQLQJTXHVWLRQVDQVZHUHG
VFKHGXOHWKHPVHOYHVWRUHFHLYHWKHYDFFLQHGRVHVDQGJHWLQRFXODWHG

3URJUHVVLYH(QIRUFHPHQW$SSURDFK(YHQZLWKWKHDERYH³JUDFHSHULRG´LWLVSRVVLEOH
WKDWVRPHKRVSLWDOV±HYHQWKRVHZLWKKLJKYDFFLQDWLRQUDWHV±FRXOGKDYHSRUWLRQVRI
WKHLUZRUNIRUFHWKDWDUHQRW\HWYDFFLQDWHGE\WKHWLPHWKH\PXVWFRPHLQWRFRPSOLDQFH
$VQRWHGDERYHWKHVHUHPDLQLQJHPSOR\HHVFRXOGEHDPRQJWKHPRVWFKDOOHQJLQJWR
FRQYLQFHWRJHWWKHYDFFLQH<HWZHGRQRWEHOLHYHWKDWDSUHFLSLWRXVUHPRYDORIWKHVH
KRVSLWDOVIURP0HGLFDUHDQG0HGLFDLGSDUWLFLSDWLRQZRXOGVHUYHWKHLQWHUHVWVRI&06
FRPPXQLWLHVRUKRVSLWDOVHVSHFLDOO\JLYHQWKHRQJRLQJZRUNWRPDQDJH&29,'
SDWLHQWVDVZHOODVDQLQFUHDVHLQFDUHIRUQRQ&29,'SDWLHQWV

)RUWKLVUHDVRQWKH$+$XUJHV&06WRDGRSWDSURJUHVVLYHHQIRUFHPHQW
DSSURDFKWKDWJLYHVKRVSLWDOVRSSRUWXQLWLHVWRGHPRQVWUDWHSURJUHVVLQFRPLQJ
LQWRFRPSOLDQFHZLWKWKHPDQGDWH&06FRXOGFRQVLGHUHPXODWLQJWKHPXOWLVWHS
FRUUHFWLYHDFWLRQSURFHVVLWXVHVWRHQIRUFHWKH&29,'GDLO\GDWDUHSRUWLQJ&R37KLV
DSSURDFKJLYHVKRVSLWDOVWLPHWRGHPRQVWUDWHFRPSOLDQFHDQGRQO\HVFDODWHV
FRQVHTXHQFHVZKHQKRVSLWDOVIDLOWRHQJDJHZLWK&06WRVHHNJXLGDQFHDQGDVVLVWDQFH
UHODWHGWRDFWLRQVWKDWFDQEHWDNHQWRFRPHLQWRFRPSOLDQFH)XUWKHUPRUHKRVSLWDOV
KDYHGHPRQVWUDWHGH[WUHPHO\KLJKOHYHOVRIFRPSOLDQFHZLWKUHSRUWLQJ&29,'GDWD
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IURPWKHRXWVHW$VDUHVXOWZHEHOLHYHXVLQJDVLPLODUDSSURDFKIRUWKHYDFFLQDWLRQ
PDQGDWH&R3ZRXOGEHVLPLODUO\VXFFHVVIXO

)OH[LELOLW\LQWKH(YHQWRI9DFFLQH6XSSO\6KRUWDJHV7KH$+$XUJHV&06WRLQFOXGH
HQIRUFHPHQWIOH[LELOLW\LQLWVPDQGDWRU\YDFFLQDWLRQSROLF\LQWKHHYHQWRI
XQH[SHFWHGYDFFLQHVXSSO\VKRUWDJHV7KHQDWLRQKDVEHHQIRUWXQDWHWKDWVLQFH0D\
WKHUHKDVEHHQDQDGHTXDWHVXSSO\RIYDFFLQHVIRUDOOZKRZDQWWKHP+RZHYHU
DVZLWKDQ\YLWDOPHGLFDOVXSSO\LWLVSRVVLEOHWKDWGLVUXSWLRQVWRPDQXIDFWXULQJRU
GLVWULEXWLRQFRXOGFDXVHXQH[SHFWHGVKRUWDJHVLQYDFFLQHVXSSO\)XUWKHUPRUHDVWKH
VFLHQFHDURXQGYDFFLQDWLRQFRQWLQXHVWRHYROYHLWLVSRVVLEOHWKDWWKHUHZRXOGEHD
PLVPDWFKEHWZHHQWKHYDFFLQHVWKDWDUHDYDLODEOHDQGWKHYDFFLQHVQHHGHGWRFRPSOHWH
DUHJLPHQ)RUH[DPSOHLIIXWXUHERRVWHUVKRWGRVDJHVGLIIHUHGIURPWKRVHXVHGLQDQ
LQLWLDOVHULHVDVKRUWDJHRIWKHERRVWHUGRVHVZRXOGPDNHLWKDUGWRHQVXUHKHDOWKFDUH
ZRUNHUVZHUHIXOO\YDFFLQDWHG

7REHFOHDUZHDQWLFLSDWHWKDWWKHVXSSO\RIYDFFLQHZLOOUHPDLQDGHTXDWHWRYDFFLQDWH
DOOZKRQHHGLW+RZHYHUZHXUJH&06WRLQFOXGHFRQWLQJHQFLHVLQLWVSROLF\ HJ
WHPSRUDU\VXVSHQVLRQRIUHTXLUHPHQWVJUDFHSHULRGVHWF WRHQVXUHWKDWKRVSLWDOVDUH
QRWFRQVLGHUHGRXWRIFRPSOLDQFHLQWKHHYHQWWKDWYDFFLQHVXSSOLHVDUHLQDGHTXDWH


75$163$5(17$1'&216,67(17,03/(0(17$7,21

7LPHO\,VVXDQFHRI,QWHUSUHWLYH*XLGDQFH7KH$+$XUJHV&06WRLVVXHDQ\
LQWHUSUHWLYHJXLGDQFHDVVRFLDWHGZLWKLWVPDQGDWRU\YDFFLQDWLRQSROLF\DVFORVH
WRFRQFXUUHQWO\ZLWKWKH,)5DVSRVVLEOH,I&06DGKHUHVWRLWVXVXDOSURFHVVIRU
SURPXOJDWLQJ&R3VZHZRXOGH[SHFWWKDWPDQ\HQIRUFHPHQWGHWDLOVZRXOGEHVSHFLILHG
LQVXEUHJXODWRU\LQWHUSUHWLYHJXLGDQFHLVVXHGHLWKHUFRQFXUUHQWO\ZLWKWKHUHJXODWLRQRU
VKRUWO\DIWHULW+RVSLWDOVDUHHDJHUWRKDYHDVPXFKGHWDLOHGLQIRUPDWLRQDVSRVVLEOH
DERXWKRZWKH\FDQGHPRQVWUDWHWKHLUFRPSOLDQFHDQGKRZ&06ZLOOFRQGXFW
HQIRUFHPHQW7KHVRRQHU&06FDQLVVXHDQ\DVVRFLDWHGLQWHUSUHWLYHJXLGDQFHWKH
JUHDWHUWKHFHUWDLQW\IRUKRVSLWDOV

,QDGGLWLRQZHUHFRPPHQGWKDWWKHUHEHDVXIILFLHQWDPRXQWRIWLPHLQEHWZHHQZKHQ
JXLGDQFHEHFRPHVHIIHFWLYHDQGZKHQ&06EHJLQVWRFRQGXFWHQIRUFHPHQW:H
VXJJHVWDPLQLPXPSHULRGRIGD\V,QWKHHYHQWWKDWWKHLQWHUSUHWLYHJXLGDQFHLV
QRWUHOHDVHGFRQFXUUHQWO\ZHDVNWKDWWKHDJHQF\SURYLGHDGGLWLRQDOIOH[LELOLW\OHQLHQF\
DQGMXGJPHQWLQWKHHQIRUFHPHQWRIWKH&R3XQWLOVXFKWLPHDVWKHLQWHUSUHWLYHJXLGDQFH
LVUHOHDVHG

([FHSWLRQVIRU0HGLFDODQG5HOLJLRXV5HDVRQV7KH$+$XUJHV&06WRLQFOXGHLQLWV
PDQGDWRU\YDFFLQDWLRQSROLF\H[FHSWLRQVIRUPHGLFDOUHDVRQVDQGIRUVLQFHUHO\
KHOGUHOLJLRXVEHOLHIVSUDFWLFHVRUREVHUYDQFHV)XUWKHUPRUHZHXUJH&06WR
SURYLGHLQWHUSUHWLYHJXLGDQFHRQKRZWRDSSO\WKHVHH[FHSWLRQVFRQVLVWHQWO\
%DVHGRQWKHH[SHULHQFHRIKRVSLWDOVWKDWKDYHDOUHDG\LPSOHPHQWHGWKHLURZQ
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PDQGDWRU\YDFFLQDWLRQSROLFLHVZHEHOLHYHWKHQXPEHURILQGLYLGXDOVZKRDFWXDOO\
UHTXLUHWKHVHH[FHSWLRQVLVUHODWLYHO\VPDOO+RZHYHUZHDQWLFLSDWHWKDWKHDOWKFDUH
SHUVRQQHO¶VGHPDQGIRUWKHVHH[FHSWLRQVFRXOGJURZDVKRVSLWDOVZRUNZLWKWKRVHVWDII
ZKRUHPDLQXQYDFFLQDWHG+RVSLWDOVDUHHDJHUWRHQVXUHWKDWWKHUHLVDFRQVLVWHQW
DSSURDFKWRDSSO\LQJVXFKH[FHSWLRQVRQHWKDWVWULNHVDEDODQFHEHWZHHQULJRUDQG
DGPLQLVWUDWLYHEXUGHQWRKRVSLWDOVDQGKHDOWKFDUHSHUVRQQHO

)RUPHGLFDOH[HPSWLRQVLWZRXOGEHLPSRUWDQWIRU&06¶JXLGDQFHWRKDYHHQRXJKGHWDLO
WRSURPRWHVWDQGDUGL]HGDSSURDFKHVDPRQJKRVSLWDOV:HHQFRXUDJH&06WRFRQVXOW
ZLWKERWKWKH&HQWHUVIRU'LVHDVH&RQWURODQG3UHYHQWLRQ &'& DQG)RRGDQG'UXJ
$GPLQLVWUDWLRQ )'$ WRSURYLGHKRVSLWDOVZLWKDOLVWRIFRPPRQFRQWUDLQGLFDWLRQVIRUWKH
YDFFLQDWLRQV:HDSSUHFLDWHWKDWQROLVWRIFRQWUDLQGLFDWLRQVLVH[KDXVWLYHEXWLWZRXOG
JLYHKRVSLWDOVDVWDUWLQJSRLQW,QDGGLWLRQ&06FRXOGDVNWKDWKRVSLWDOVKDYHDSURFHVV
LQSODFHIRUWKHLUZRUNHUVWRDWWHVWWRKDYLQJDPHGLFDOFRQWUDLQGLFDWLRQWRWKH
YDFFLQDWLRQDORQJZLWKDSROLF\WKDWSHUPLWVKRVSLWDOVWRDVNHPSOR\HHVIRU
VXEVWDQWLDWLRQRIWKHLUPHGLFDOFRQWUDLQGLFDWLRQ7KLV³SURRI´FRXOGEHIRUH[DPSOHD
VLJQHGOHWWHUIURPDSK\VLFLDQRUDKRVSLWDOLVVXHGIRUPWKDWWKHKRVSLWDOSURGXFHVIRU
SK\VLFLDQVWRVLJQ

)RUUHOLJLRXVH[HPSWLRQVZHXUJH&06WRHQVXUHLWVDSSURDFKLVFRQVLVWHQWZLWKRWKHU
JRYHUQPHQWJXLGDQFHIURP26+$DVZHOODVWKH((2&JXLGDQFHLVVXHGRQ0D\
7KH((2&JXLGDQFHLQGLFDWHVWKDWHPSOR\HHVFDQDVNIRUDFFRPPRGDWLRQVIURP
YDFFLQDWLRQUHTXLUHPHQWVEDVHGRQVLQFHUHO\KHOGUHOLJLRXVEHOLHIVSUDFWLFHVRU
REVHUYDQFHV&06¶LQWHUSUHWLYHJXLGDQFHVKRXOGGHVFULEHZKDWGRFXPHQWDWLRQLV
UHTXLUHGWRVXEVWDQWLDWHDUHOLJLRXVH[HPSWLRQ


$/,*10(17:,7+27+(5)('(5$/9$&&,1$7,215(/$7('32/,&,(6

0HDVXULQJ&RPSOLDQFH8VLQJ&06+HDOWK&DUH3HUVRQQHO9DFFLQDWLRQ0HDVXUH7R
PLQLPL]HGXSOLFDWLYHHIIRUWVDQGSURPRWHDOLJQPHQW&06VKRXOGFRQVLGHU
PHDVXULQJKRVSLWDOFRPSOLDQFHZLWKLWVYDFFLQDWLRQPDQGDWHE\XVLQJWKH
UHFHQWO\DGRSWHG&29,'YDFFLQDWLRQFRYHUDJHDPRQJKHDOWKFDUHSHUVRQQHO
+&3 PHDVXUH%HJLQQLQJRQ2FW&06ZLOOUHTXLUHKRVSLWDOVDQGVHYHUDORWKHU
SURYLGHUW\SHVWRUHSRUWDPHDVXUHUHIOHFWLQJWKHSURSRUWLRQRIKHDOWKFDUHSHUVRQQHOLQ
WKHLUIDFLOLWLHVWKDWDUHYDFFLQDWHGIRU&29,'+RVSLWDOVDQGRWKHUSURYLGHUVZLOOUHSRUW
D³VQDSVKRW´RIWKHLUYDFFLQDWLRQFRYHUDJHUDWHVLQWRWKH&'&¶V1DWLRQDO+HDOWKFDUH
6DIHW\1HWZRUN 1+61 SRUWDODWOHDVWRQFHSHUPRQWK:HEHOLHYHXVLQJWKLV
PHFKDQLVPWRPHDVXUHKRVSLWDOSURJUHVVDQGFRPSOLDQFHZLWKWKHYDFFLQDWLRQPDQGDWH
ZRXOGHQVXUHDFRQVLVWHQWDSSURDFKWRDVVHVVLQJ+&3YDFFLQDWLRQUDWHVDFURVVWKH
DJHQF\,QDGGLWLRQWKH+&3PHDVXUH¶VGHILQLWLRQRILQFOXGHGSHUVRQQHOW\SHVDOLJQV
TXLWHFORVHO\ZLWKZKDW&06KDVLQGLFDWHGLWLQWHQGVWRLQFOXGHLQLWVPDQGDWRU\
YDFFLQDWLRQSROLF\/DVWO\ZHEHOLHYHXVLQJ+&3PHDVXUHUHSRUWLQJWRDVVHVV
FRPSOLDQFHZRXOGUHGXFHWKHDPRXQWRIDGPLQLVWUDWLYHEXUGHQIRUKRVSLWDOVDQGRWKHU
KHDOWKFDUHSURYLGHUVVXEMHFWWRWKHPDQGDWH
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&RRUGLQDWLRQZLWK2WKHU)HGHUDO9DFFLQDWLRQ5HODWHG3ROLFLHV$VQRWHGDERYHWKH$+$
VWURQJO\VXSSRUWVWKHYDFFLQDWLRQRIDOO+&3IRU&29,'+RZHYHU&06¶YDFFLQDWLRQ
PDQGDWHLVQRWWKHRQO\YDFFLQDWLRQPDQGDWHSROLF\WKDWFRXOGDSSO\WRKRVSLWDOVDQG
KHDOWKV\VWHPV7KH%LGHQ$GPLQLVWUDWLRQ¶V6HSW&29,'$FWLRQ3ODQLQGLFDWHVWKDW
26+$VRRQZLOOLVVXHDQHPHUJHQF\WHPSRUDU\VWDQGDUG (76 UHTXLULQJDOOHPSOR\HUV
ZLWKRUPRUHHPSOR\HHVWRHLWKHUIXOO\YDFFLQDWHWKHLUVWDIIRULPSOHPHQWZHHNO\
&29,'WHVWLQJ0RVWKRVSLWDOVLQ$PHULFDHPSOR\DWOHDVWSHRSOH)XUWKHUPRUH
WKH$GPLQLVWUDWLRQDQQRXQFHGLWVLQWHQWWRUHTXLUHIHGHUDOFRQWUDFWRUVWRYDFFLQDWHWKHLU
VWDII%\PHDQVRIWKHLUVLJQLILFDQWUHVHDUFKZRUNLWLVSRVVLEOHWKDWVRPHKRVSLWDOVDOVR
FRXOGEHFRQVLGHUHGIHGHUDOFRQWUDFWRUV

7KH$+$XUJHV&06WRZRUNZLWKRWKHUIHGHUDODJHQFLHVWRPLQLPL]H
LQFRQVLVWHQF\DQGUHGXQGDQF\EHWZHHQWKHVHPDQGDWHV)RUH[DPSOHZHZRXOG
HQFRXUDJH&06WRHQJDJH26+$WRHLWKHUFDUYHRXWKRVSLWDOVIURPWKHSHQGLQJ(76RU
WRGHYHORSDQLQIRUPDWLRQVKDULQJPHFKDQLVPZLWK26+$VRWKDWKRVSLWDOV¶0HGLFDUH
&R3FRPSOLDQFHFDQ³FRXQW´DVPHHWLQJWKH2+6$(76UHTXLUHPHQWV6LPLODUO\IRU
WKRVHKRVSLWDOVWKDWPD\EHXQGHUWDNLQJUHVHDUFKDFWLYLW\DVDIHGHUDOFRQWUDFWRUZH
ZRXOGHQFRXUDJH&06WRGHYHORSLQIRUPDWLRQVKDULQJPHFKDQLVPVWRHQDEOHKRVSLWDOV
WRFRXQWWKHLU&R3FRPSOLDQFHDVPHHWLQJWKHIHGHUDOFRQWUDFWLQJYDFFLQDWLRQUXOHV,Q
VKRUWZHEHOLHYHWKDWKRVSLWDOVVKRXOGKDYHDVLQJOHVHWRIIHGHUDOUXOHVDQG
UHJXODWLRQVWRZKLFKWKH\DUHKHOGDFFRXQWDEOH7KLVZRXOGHQVXUHWKDWKRVSLWDOVFDQ
VSHQGWKHLUILQLWHUHVRXUFHVRQDFKLHYLQJDVKLJKDOHYHORIYDFFLQDWLRQDPRQJWKHLU
ZRUNIRUFHDVSRVVLEOHUDWKHUWKDQRQGHFLSKHULQJIHGHUDOUXOHVWKDWFRXOGGLIIHUIURPRQH
DQRWKHU

:HDSSUHFLDWH\RXUFRQVLGHUDWLRQRIWKHVHLVVXHVDQGZHOFRPHWKHRSSRUWXQLW\WRZRUN
ZLWK&06WRHQVXUHWKLVQHZSROLF\LVLPSOHPHQWHGDQGHQIRUFHGLQDWUDQVSDUHQW
IHDVLEOHDQGIDLUPDQQHU3OHDVHFRQWDFWPHLI\RXKDYHTXHVWLRQVRUIHHOIUHHWRKDYHD
PHPEHURI\RXUWHDPFRQWDFW$NLQ'HPHKLQ$+$¶VGLUHFWRURISROLF\
DGHPHKLQ#DKDRUJRU0DUN+RZHOO$+$¶VVHQLRUDVVRFLDWHGLUHFWRURISROLF\DW
PKRZHOO#DKDRUJ

6LQFHUHO\

V

6WDFH\+XJKHV
([HFXWLYH9LFH3UHVLGHQW

&F: -RQDWKDQ%OXP&063ULQFLSDO'HSXW\$GPLQLVWUDWRU

/HH)OHLVKHU0'&06&KLHI0HGLFDO2IILFHU
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August 24, 2021
Xavier Becerra
Secretary
U.S. Department of Health and Human Services
200 Independence Ave. SW
Washington, DC 20201
Dear Secretary Becerra:
America’s Essential Hospitals appreciates the leadership of the Department of Health and
Human Services (HHS) in confronting COVID-19 and tackling health inequities brought to the
fore by the pandemic. With the highly contagious delta variant becoming the predominant
strain of the SARS-CoV-2 virus, essential hospitals nationwide are straining under the
overwhelming demand the variant has created and the pressures it has placed on their staff. As
providers continue to invest significant resources into COVID-19 prevention and response, and
deal with challenges such as critical staff shortages, it is critical that HHS take swift and
decisive steps to allocate the remaining funds in the Provider Relief Fund (PRF). We also urge
HHS to take other critical steps to bolster the response to the pandemic, including expediting
full approval of the COVID-19 vaccine, shoring up the nation’s supply chain, and helping direct
federal staffing assistance to states and hospitals with workforce shortages. Swift adoption of
these recommendations will ensure the stability of the nation’s health care safety net as COVID19 cases continue to spike.
America’s Essential Hospitals is the leading champion for hospitals and health systems
dedicated to high-quality care for all, including underrepresented people and underserved
communities. Our more than 300 member hospitals fill a vital role in their communities. They
provide a disproportionate share of the nation’s uncompensated care, and three-quarters of
their patients are uninsured or covered by Medicare or Medicaid. Essential hospitals provide
state-of-the-art, patient-centered care while operating on margins one-third that of other
hospitals—2.9 percent on average compared with 8.8 percent for all hospitals nationwide. 1
Essential hospitals’ tight operating margins result in minimal reserves and low cash on hand,
with many essential hospitals struggling to make payroll. The difficulties associated with these
narrow margins have been compounded by the strain on hospital finances and staff associated
with responding to the pandemic, as they experience unsustainable increases in COVID-19
admissions and intensive care units (ICUs) approaching or exceeding full occupancy.
Compounding these capacity limitations are the shortage of health care staff, particularly
nurses, and the high costs associated with hiring and retaining them. Many essential hospitals
Clark D, Roberson B, Ramiah K. Essential Data: Our Hospitals, Our Patients—Results of America’s
Essential Hospitals 2019 Annual Member Characteristics Survey. America’s Essential Hospitals. May
2021. https://essentialdata.info. Accessed August 18, 2021.
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have hundreds of nursing vacancies at any given time, and, with the high demand, they are
competing with other hospitals to recruit nurses even on short-term contracts. Further, the
COVID-19 pandemic hit the patients and communities served by essential hospitals particularly
hard—especially people of color, who constitute more than half of essential hospitals’
discharges. 2 COVID-19 also is detrimental to those with underlying health conditions; our
member hospitals serve a disproportionate number of people facing social risk factors and
compounding health issues, putting our members’ patients most at risk.
Essential hospitals continue to make substantial investments to maintain capacity for treating
COVID-19 patients and lead vaccination efforts in their communities. Essential hospitals were
some of the first providers to vaccinate health care workers and the general public; their efforts
have included procuring adequate supplies of vaccines, setting up appropriate vaccine storage
capabilities, establishing mass and drive-through vaccination clinics, and hiring staff to
administer vaccines.
However, vaccine acceptance remains inconsistent across the country, with higher rates in
some facilities and varied use of mandates by health care employers. Most recently, America’s
Essential Hospitals called for its member hospitals to require their employees be vaccinated. 3
We have also continued to engage with the Biden administration and its leaders on the White
House COVID-19 Task Force, including Bechara Choucair, MD, the COVID-19 vaccination
coordinator. Sustained efforts by essential hospitals in vaccination rollout and education
campaigns will be critical to ensuring the nation’s underserved communities are vaccinated.
Considering the tenuous financial situation of essential hospitals and the difficulty they are
having in hiring and recruiting staff from a highly competitive marketplace, it will be critical for
HHS to rapidly direct more funds to hospitals most in need. While we appreciate distributions
made through the general and targeted PRF distributions to date, many essential hospitals
received minimal funds from general distributions tied to Medicare or total revenues, and
others were left out of targeted distributions altogether. Today, many essential hospitals
continue to struggle with financial challenges related to COVID-19. We urge HHS to take
the steps outlined below to ensure essential hospitals receive much-needed relief
and are equipped for their central role in the continued response to the pandemic.
1. HHS should swiftly allocate the remaining PRF funds and issue a targeted
distribution to hospitals that serve racial and ethnic minorities and lowincome populations.
The year-end COVID-19 relief and appropriations bill allocated an additional $3 billion to the
PRF, bringing the total pool to $178 billion. To date, according to the data provided on HRSA’s
PRF website and by the Government Accountability Office, nearly $44 billion in unallocated
funds remain in the PRF. 4 Also, according to the year-end bill, 85 percent of these unallocated
funds must be distributed through an application-based process. We urge HHS to swiftly
open the application process to direct these funds to providers in need.

Ibid.
America’s Essential Hospitals Urges Members to Require Employee Vaccination. America’s Essential
Hospitals. July 21, 2021. https://essentialhospitals.org/general/americas-essential-hospitals-urgesmembers-require-employee-vaccination/. Accessed Aug. 18, 2021.
4 Government Accountability Office (GAO). COVID-19: Continued Attention Needed to Enhance Federal
Preparedness, Response, Service Delivery, and Program Integrity. July 19, 2021.
https://www.gao.gov/products/gao-21-551. Accessed Aug. 18, 2021.
2
3
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In addition to opening the application process, HHS should issue a targeted distribution from
the remaining funds to hospitals treating racial and ethnic minorities and low-income
populations. We appreciate that HHS, in last year’s two safety net allocations, recognized the
critical role these providers play in the nation’s COVID-19 response. However, we remain
concerned that, more than a year after these distributions, many essential hospitals serving
large numbers of underserved patients and under immense financial pressure still struggle
financially. Hospital ICUs, particularly in states with lagging vaccination rates, are approaching
or exceeding capacity, with COVID-19 case rates rivaling those during the surge in the winter
months. Hospitals in Alabama, for example, have run out of ICU beds, with 29 more patients in
need of ICU care than the number of beds available. 5 These providers are in dire need of
additional funding, which will go a long way in bolstering their COVID-19 response and
allowing them to continue vaccination efforts in underserved communities, which are
disproportionately affected by COVID-19. We urge HHS to distribute funds through an
additional targeted distribution to these hospitals filling a safety net role. 6
2. HHS should take steps to ensure essential hospitals are adequately staffed
to respond to the pandemic.
Essential hospitals across the country continue to incur high costs in hiring and maintaining
staff to respond to COVID-19. The pressures of the pandemic have led to staff burnout and
required essential hospitals to expend significant resources to recruit and retain external
medical staff, which is a costly undertaking considering the competitive marketplace for health
care workers during the pandemic. As a result of being understaffed, essential hospitals are
seeing increased costs associated with hiring bonuses, retention bonuses, and increased salaries
to recruit and retain nurses in short supply. Hospitals nationwide have felt the difficulties
associated with filling staff vacancies; hospitals in Florida, Arkansas, and Texas are
understaffed by hundreds of nurses. 7 The distribution of additional PRF funds will be critical to
covering the additional expense of recruiting and retaining these nurses who are assisting in the
COVID-19 response.
HHS also can work with other government agencies to approve requests for personnel requests
in a timely manner. HHS, in cooperation with the Federal Emergency Management Agency,
assists state, tribal, and territorial governments with requests for medical staff. Given the
renewed strains of medical personnel due to the increases in COVID-19 cases and emerging
variants, we urge HHS to expedite approval of states’ requests for direct federal
assistance for additional medical staff.
3. To encourage uptake of the COVID-19 vaccine, HHS should expedite full
approval of the COVID-19 vaccines and provide recommendations and
Hernandez, Joe. NPR. Alabama Hospitals Have Run Out of ICU Beds as COVID-19 Cases Surge. August
19, 2021. https://www.npr.org/2021/08/19/1029260134/alabama-hospitals-icu-beds. Accessed Aug. 19,
2021.
6 In previous letters to the agency, America’s Essential Hospitals has outlined a methodology that would
build on the methodology used in previous safety-net distributions and capture hospitals serving lowincome and uninsured patients. See, e.g., letter from Bruce Siegel, America’s Essential Hospitals, to HHS
Secretary Xavier Becerra. June 15, 2021. https://essentialhospitals.org/wpcontent/uploads/2021/06/FINAL-AEH-Letter-to-HHS-PRF-6-14-21-for-archive.pdf. Accessed Aug. 18,
2021.
7 Goldstein, Amy. The Washington Post. Hospitals struggle with staff shortages in coronavirus hotspots.
Aug. 12, 2021. https://www.washingtonpost.com/health/staff-shortages-hospitalscovid/2021/08/12/85f636b4-fa97-11eb-8a67-f14cd1d28e47_story.html. Accessed Aug. 20, 2021.
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resources to essential hospitals for the administration of additional doses
of the COVID-19 vaccines to ensure equity and access.
Essential hospitals continue to educate staff and their communities about the importance of
vaccination in the fight against COVID-19, particularly given the rise of cases tied to the delta
variant. However, a subset of the population remains vaccine hesitant. Research tracking the
public’s attitudes and experiences with COVID-19 vaccinations reveals that full approval from
the Food and Drug Administration (FDA) could persuade those in the “wait and see” group to
get vaccinated. 8 Additionally, FDA full approval could facilitate the widespread adoption of
mandatory vaccination policies by public and private employers, making it easier and more
convenient to access the vaccine. We are pleased to see the FDA’s full approval August 23 of the
Pfizer-BioNTech COVID-19 vaccine for those ages 16 and older. We encourage HHS to
work with the FDA to expedite full approval of the Moderna and Janssen COVID19 vaccines currently authorized for emergency use.
Additionally, there is a need for immediate guidance related to the administration of additional
COVID-19 vaccine doses. The administration outlined a plan for booster shots of Pfizer and
Moderna vaccines for much of the American public beginning September 20. 9 This plan is
contingent upon approval of additional doses by the FDA and recommendations from the
Centers for Disease Control and Prevention (CDC)’s Advisory Committee on Immunization
Practices. We urge HHS to work with the FDA and CDC to expedite approval and
recommendations related to additional vaccine doses for the general public.
Essential hospitals worked tirelessly during the initial vaccine rollout to deliver doses to frontline workers, the elderly, and the most vulnerable at high risk for severe illness. However,
disparities in initial access to the COVID-19 vaccine highlighted the urgent need to address
health inequities in the United States. We urge HHS to work with states and providers
to ensure an equity-based national strategy in the planning for and administration
of additional doses of COVID-19 vaccines. This includes directing supply to providers,
such as essential hospitals, that can reach into the communities they serve and encourage
access for low-income and vulnerable people. Building the infrastructure and processes and
providing support needed to administer additional vaccine doses are tasks we must undertake
now.
4. HHS should ensure the nation’s supply chain is adequately stocked with
crucial supplies such as personal protective equipment and ventilators.
The Strategic National Stockpile (SNS), within HHS’ Office of the Assistant Secretary for
Preparedness and Response, has served a role in our country’s COVID-19 response by
deploying critical supplies, such as personal protective equipment and ventilators. The federal
government activated the SNS early in the pandemic to fill states’ gaps in COVID-19 medical
supplies and materials. This support was not only helpful, but necessary at a time when
hospitals were overwhelmed by COVID-19 cases. As essential hospitals again face surge in areas
with low vaccination rates and high prevalence of the delta variant, we urge HHS to ensure

Kaiser Family Foundation COVID-19 Vaccine Monitor: June 2021. https://www.kff.org/coronaviruscovid-19/poll-finding/kff-covid-19-vaccine-monitor-june-2021/. Accessed Aug. 18, 2021.
9 U.S. Department of Health and Human Services. Joint Statement from HHS Public Health and Medical
Experts on COVID-19 Booster Shots. August 18, 2021.
https://www.hhs.gov/about/news/2021/08/18/joint-statement-hhs-public-health-and-medical-expertscovid-19-booster-shots.html. Accessed Aug. 23, 2021.
8
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that the SNS can handle not only smaller requests from states experiencing surge,
but also the potential for large-scale outbreaks.
******
We look forward to continued engagement and partnership in responding to COVID-19. If you
have questions, please contact Senior Director of Policy Erin O’Malley at 202-585-0127 or
eomalley@essentialhospitals.org.
Sincerely,

Bruce Siegel, MD, MPH
President and CEO
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6HSWHPEHU

$GPLQLVWUDWRU&KLTXLWD%URRNV/D6XUH
7KH&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV
86'HSDUWPHQWRI+HDOWKDQG+XPDQ6HUYLFHV
6HFXULW\%RXOHYDUG
%DOWLPRUH0'
RE: Mandatory Vaccinations for Medicare and Medicaid-Participating Nursing
Homes
SUBMITTED ELECTRONICALLY
'HDU$GPLQLVWUDWRU%URRNV/D6XUH

2QEHKDOIRIWKH-HZLVK)HGHUDWLRQVRI1RUWK$PHULFD -HZLVK)HGHUDWLRQV DQG
WKH$VVRFLDWLRQRI-HZLVK$JLQJ6HUYLFHV $-$6 ZHDUHZULWLQJLQUHVSRQVHWR
&06¶$XJXVWDQQRXQFHPHQWRIWKHDJHQF\¶VLQWHQWLRQWRHQJDJHLQ
HPHUJHQF\UXOHPDNLQJWKDWZRXOGUHTXLUHVWDIIYDFFLQDWLRQVZLWKLQWKHQDWLRQ¶V
PRUHWKDQ0HGLFDUHDQG0HGLFDLGSDUWLFLSDWLQJQXUVLQJKRPHV-HZLVK
)HGHUDWLRQV$-$6DQGRXUSURYLGHUSDUWQHUVVXSSRUWWKRXJKWIXOSROLF\PHDVXUHV
GHVLJQHGWRLQFUHDVHYDFFLQDWLRQUDWHVLQFOXGLQJEURDGEDVHGYDFFLQHPDQGDWHV
:HZULWHWRGD\WRHQFRXUDJH\RXWRHQVXUHWKDWDQ\YDFFLQHPDQGDWHLV
FRPSUHKHQVLYHDQGLPSRVHGRQKHDOWKFDUHSHUVRQQHOZRUNLQJLQallKHDOWKFDUH
VHWWLQJVQRWMXVWQXUVLQJKRPHV,QFRQMXQFWLRQZLWKWKLVSROLF\ZHIXUWKHUXUJH
&06DQG++6WROHQGVXSSRUWWRORQJWHUPFDUHSURYLGHUVWKDWDUHEHDULQJDQ
H[WUDRUGLQDU\EXUGHQGXULQJWKLVFXUUHQWSXEOLFKHDOWKHPHUJHQF\E\GLVWULEXWLQJ
GHGLFDWHGIXQGLQJIURPWKH3URYLGHU5HOLHI)XQGWRWKHVHSURYLGHUV
-HZLVK)HGHUDWLRQV UHSUHVHQWRQHRIWKHODUJHVWSKLODQWKURSLFQHWZRUNVLQWKH
8QLWHG6WDWHV7RJHWKHUZHUDLVHDQGGLVWULEXWHPRUHWKDQELOOLRQDQQXDOO\IRU
VRFLDOZHOIDUHVRFLDOVHUYLFHVDQGHGXFDWLRQDOQHHGV2XUORFDOIHGHUDWLRQV
VXSSRUWRQHRIWKHODUJHVWQHWZRUNVRIVRFLDOVHUYLFHSURYLGHUVLQWKHFRXQWU\
LQFOXGLQJQXUVLQJKRPHVOHDGLQJDFDGHPLFPHGLFDOFHQWHUVKHDOWK
V\VWHPVDQG-HZLVKIDPLO\VHUYLFHDJHQFLHV±WKDWVHUYHSHRSOHRIDOO
GHQRPLQDWLRQVEDFNJURXQGVDQGVRFLRHFRQRPLFOHYHOV
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$-$6LVDXQLTXHDVVRFLDWLRQRIQRWIRUSURILWFRPPXQLW\EDVHGRUJDQL]DWLRQVURRWHGLQ
-HZLVKYDOXHVZKLFKSURPRWHVDQGVXSSRUWVWKHGHOLYHU\RIVHUYLFHVWRDQDJLQJ
SRSXODWLRQ$-$6PHPEHUVDGPLQLVWHUWRWKHQHHGVRIWKHDJLQJWKURXJKUHVLGHQWLDO
KHDOWKFDUHVNLOOHGQXUVLQJDVVLVWHGOLYLQJDQGJURXSKRPHVLQGHSHQGHQWDQGFRQJUHJDWH
KRXVLQJDQGOLYLQJDWKRPHVHUYLFHSURJUDPV7RJHWKHURXUDJLQJSDUWQHUVSURYLGHFDUH
IRUPRUHWKDQFOLHQWVDQGHPSOR\PRUHWKDQVWDII
$VQRWHGDERYH-HZLVK)HGHUDWLRQVDQG$-$6DUHVXSSRUWLYHRIEURDGEDVHGSXEOLF
KHDOWKPHDVXUHVLQFOXGLQJYDFFLQHPDQGDWHVFDUHIXOO\FUDIWHGWRPD[LPL]HWKHLU
HIIHFWLYHQHVVDuring the period of the COVID-19 public health emergency, we are
therefore in favor of a requirement that all qualifying healthcare personnel across
all healthcare settings be fully vaccinated against COVID-19$UHTXLUHPHQWWKDW
VLQJOHVRXWMXVWQXUVLQJKRPHVULVNVH[DFHUEDWLQJH[LVWLQJVHULRXVQXUVLQJKRPHVWDIILQJ
VKRUWDJHVE\HQFRXUDJLQJXQYDFFLQDWHGVWDIIWRPRYHWRRWKHUKHDOWKFDUHVHWWLQJV7KLV
XQLQWHQGHGFRQVHTXHQFHZLOOSURYHHYHQPRUHDFXWHLQFRPPXQLWLHVWKURXJKRXWWKH
FRXQWU\ZKHUHRXUQXUVLQJKRPHSURYLGHUVDUHDOUHDG\ZLWQHVVLQJVWDIILQJVKRUWDJHVLQ
H[FHVVRIDQGDUHUHO\LQJKHDYLO\RQDJHQF\VWDIIWRILOOJDSVLQFRYHUDJH 2QD
SRVLWLYHQRWHRXUSURYLGHUVDUHUHSRUWLQJWKDWLQVWDWHVZLWKH[LVWLQJPDQGDWHVRQall
KHDOWKFDUHZRUNHUVSURYLGHUVKDYHEHHQVXFFHVVIXOLQUHWDLQLQJVWDIIZKLOHERRVWLQJ
YDFFLQDWLRQUDWHVVXJJHVWLQJWKDWDEURDGEDVHGYDFFLQHPDQGDWHSROLF\LVERWKZRUNDEOH
DQGFRPPRQVHQVH
2XUQXUVLQJKRPHSDUWQHUVKDYHZRUNHGDUGXRXVO\FUHDWLYHO\DQGSHUVLVWHQWO\IRU
PRQWKVWRYDFFLQDWHWKHLUVWDII$VWKHDJHQF\ILQDOL]HVLWVSODQVWRDGGUHVVWKHJURZLQJ
WKUHDWRI&29,'DQGWKHGHOWDYDULDQWKHDGRQZHZRXOGXUJH\RXWRFRQVLGHUVRPH
TXHVWLRQVDQGFRQFHUQVWKDWZRXOGKHOSVKDSHDSUDFWLFDODQGFRPSUHKHQVLYHDSSURDFK
x :KHQZLOOWKHSROLF\JRLQWRHIIHFW"+RZORQJZLOOQXUVLQJKRPHVKDYHWR
FRPSO\JLYHQWKHWLPHQHHGHGIRUVWDIIWRUHFHLYHPXOWLSOHGRVHVRID
YDFFLQH"
x :LOOWKHUHEHH[FHSWLRQVRUDOWHUQDWLYHVWRYDFFLQDWLRQVXFKDVUHJXODUDQG
IUHTXHQWWHVWLQJVLPLODUWRDSROLF\DGRSWHGLQRWKHUMXULVGLFWLRQV IRU
H[DPSOH&DOLIRUQLDDQG0DU\ODQG ":KDWDERXWH[FHSWLRQVZKHUHVWDII
KDYHDPHGLFDOFRQWUDLQGLFDWLRQRUFRQGLWLRQVSHFLILHGE\WKH)'$
ODEHOLQJDXWKRUL]DWLRQRUDVLQFHUHO\KHOGUHOLJLRXVEHOLHI"
x :LOOWKHSROLF\DSSO\RQO\WRQXUVLQJKRPHVRUDOVRWRRWKHUORQJWHUP
FDUHSURYLGHUVLQFOXGLQJKRPHDQGFRPPXQLW\EDVHGVHUYLFHSURYLGHUV
DVVLVWHGOLYLQJIDFLOLWLHVRUJURXSKRPHV"
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x :LOOWKHSROLF\RQO\DSSO\WRQXUVLQJKRPHHPSOR\HHVRUWRDQ\RQHWKDW
ZRUNVLQVLGHRIDQXUVLQJKRPH IRUH[DPSOHZRUNHUVSURYLGHGE\D
VWDIILQJDJHQF\RUMDQLWRULDOZRUNHUVSURYLGHGE\DWKLUGSDUW\FOHDQLQJ
VHUYLFH "
x :LOOWKHSROLF\DSSO\WRWKHVDPHW\SHRIZRUNHUVLQRWKHUKHDOWKFDUH
VHWWLQJVLQFOXGLQJKRVSLWDOV"
x +RZZLOO++6VXUYH\DQGHQIRUFHWKHQHZYDFFLQHPDQGDWH"+RZZLOO
QXUVLQJKRPHVGHPRQVWUDWHSURRIRIYDFFLQDWLRQIRUWKHLUVWDII"
x :LOO++6SURYLGHIXQGLQJRUDVVLVWDQFHWRQXUVLQJKRPHVWRKHOSWKHP
FRPHLQWRFRPSOLDQFHSDUWLFXODUO\LQWKHIDFHRIZRUNIRUFHVKRUWDJHV"
,PSRUWDQWO\DQGDVSDUWRIDQ\IXWXUHSROLF\RUUHJXODWRU\DFWLRQZHXUJH&06DQG++6
WRVXSSRUWORQJWHUPFDUHSURYLGHUVDFURVVWKHFRXQWU\DVWKH\EDWWOHWKHVSUHDGRI
&29,'E\UHOHDVLQJDGGLWLRQDO3URYLGHU5HOLHI)XQGGROODUV1XUVLQJKRPHVDQG
RWKHUORQJWHUPFDUHSURYLGHUVDUHDWWKHHSLFHQWHURISURYLGLQJFDUHDQGVXSSRUWIRURXU
QDWLRQ¶VPRVWYXOQHUDEOHLQGLYLGXDOVDQGDUHLQGLUHQHHGRIDQLQIXVLRQRIUHVRXUFHVWR
DVVLVWZLWKWKHVHIDFLOLWLHV¶UHFRYHU\DQGVWDELOLW\QRZDQGLQWRWKHIXWXUH
7KDQN\RXIRU\RXUWLPHDQGDWWHQWLRQWRWKLVFULWLFDOPDQQHU,I\RXKDYHDQ\TXHVWLRQV
RUFRQFHUQVRQWKLVUHTXHVWSOHDVHGRQRWKHVLWDWHWRUHDFKPHGLUHFWO\YLDHPDLODW
-RQDWKDQ:HVWLQ#MHZLVKIHGHUDWLRQVRUJRUFHOODW
6LQFHUHO\


-RQDWKDQ6:HVWLQ
6HQLRU'LUHFWRU
7KH-HZLVK)HGHUDWLRQVRI1RUWK$PHULFD6WUDWHJLF+HDOWK5HVRXUFH&HQWHU
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6XVDQ5DWQHU
&R&KDLU+HDOWK /RQJ7HUP&DUH&RPPLWWHH
7KH-HZLVK)HGHUDWLRQVRI1RUWK$PHULFD

5REHUW<DVV
&R&KDLU+HDOWKDQG/RQJ7HUP&DUH&RPPLWWHH
7KH-HZLVK)HGHUDWLRQVRI1RUWK$PHULFD

'RQDOG6KXOPDQ
3UHVLGHQW &KLHI([HFXWLYH2IILFHU
$VVRFLDWLRQRI-HZLVK$JLQJ6HUYLFHV
&&-RQDWKDQ%OXP3ULQFLSDO'HSXW\$GPLQLVWUDWRU &KLHI2SHUDWLQJ2IILFHU&06
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$XJXVW
6XVDQ5LFH
'LUHFWRU
'RPHVWLF3ROLF\&RXQFLORIWKH8QLWHG6WDWHV
(LVHQKRZHU([HFXWLYH2IILFH%XLOGLQJ
:DVKLQJWRQ'&
;DYLHU%HFHUUD
6HFUHWDU\
86'HSDUWPHQWRI+HDOWKDQG+XPDQ6HUYLFHV
&RQVWLWXWLRQ$YHQXH1:
:DVKLQJWRQ'&
&KLTXLWD%URRNV/D6XUH
$GPLQLVWUDWRU
&HQWHUVIRU0HGLFDUHDQG0HGLFDLG6HUYLFHV &06
6HFXULW\%RXOHYDUG
%DOWLPRUH0'
'HDU$PEDVVDGRU5LFH6HFUHWDU\%HFHUUDDQG$GPLQLVWUDWRU%URRNV/D6XUH
7KDQN\RXIRUWKHRQJRLQJFRPPLWPHQWRIWKH$GPLQLVWUDWLRQWREHDWLQJWKHSDQGHPLF \RXU
FRQWLQXHGUDSLG UHVSRQVHWRWKHHYROYLQJ VLWXDWLRQDQG \RXU VWHDGIDVWIRFXVRQWKHSHRSOHZKR
XVHDQGZRUNLQDJLQJDQGORQJWHUPFDUHVHUYLFHV
/HDGLQJ$JHPHPEHUV²SURYLGHUVRIVHUYLFHVWRROGHUSHRSOHLQWKHLURZQKRPHVDQGLQVHWWLQJV
DFURVVWKHFRQWLQXXPRIFDUH²FRQWLQXHWRZRUNWLUHOHVVO\WRLQFUHDVHYDFFLQDWLRQUDWHVDPRQJ
VWDII0DQ\OLIHSODQ FRPPXQLWLHVQXUVLQJKRPHVDVVLVWHGOLYLQJSURYLGHUV3$&(SURJUDPV
ORZLQFRPHVHQLRUKRXVLQJSURYLGHUVDQGRWKHUVKDYHPDGHWKHEROGGHFLVLRQWRPDQGDWHWKDW
VWDIIEHYDFFLQDWHG2WKHUVDUHFRPSO\LQJZLWKWKHLQFUHDVLQJQXPEHURIVWDWHUHTXLUHPHQWVWKDW
KHDOWKFDUHVWDIIEHLPPXQL]HG
:HFRPPHQGWKH$GPLQLVWUDWLRQIRULWVHIIRUWVWRSURPRWHYDFFLQHDFFHSWDQFHLQDOO
FRPPXQLWLHV<RXUHIIRUWVDOLJQZLWKRXUV/HDGLQJ$JHKDVHQFRXUDJHGDOOPHPEHUVIURP
DFURVVWKHFRQWLQXXPWRPDNH&29,'YDFFLQDWLRQD FRQGLWLRQRIHPSOR\PHQW%XWZHNQRZ
DJLQJVHUYLFHVSURYLGHUVFDQ¶WGRWKLVDORQH,QDGGLWLRQWRDVWURQJVWDWHPHQWWR/HDGLQJ$JH
PHPEHUVZHMRLQHGZLWKPRUHWKDQRWKHUKHDOWK FDUHSURYLGHUJURXSVWRSURPRWHWKHVDPH
PHVVDJHIRUDOOKHDOWK FDUHSURYLGHUV
+RZHYHUWKH$GPLQLVWUDWLRQ¶VDQQRXQFHPHQWWKLVZHHNWKDWHPSOR\HUVLQRQO\RQHKHDOWK FDUH
VHWWLQJ²QXUVLQJKRPHV²ZLOOIDFHORVVRI0HGLFDUHDQG0HGLFDLGIXQGLQJLIWKH\GRQRWHQVXUH
WKDWDOOVWDIIDUHYDFFLQDWHGLVIDUWRROLPLWHG7RDFKLHYHWKHREMHFWLYH RISURWHFWLQJROGHUDGXOWV
DQ\PDQGDWH PXVWLQFOXGH all health care providers SDUWLFLSDWLQJLQWKRVHSURJUDPV²QRWMXVW
QXUVLQJKRPHV
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)XUWKHUPDQGDWHVVKRXOGH[WHQGWRYLVLWRUVDQGDJHQF\VWDIIDFURVVDOOFDUHVHWWLQJV0DQ\
VWDIIWHPSRUDU\ZRUNHUVUHVLGHQWVYLVLWRUVDQGSDWLHQWVPRYHEHWZHHQKHDOWKFDUHVHWWLQJVVR
WKHRQO\ZD\WRSURWHFWROGHU$PHULFDQVDQGWKHLUFDUHJLYHUVLVWRPDNHYDFFLQDWLRQPDQGDWHV
XQLYHUVDOIRUDOORIKHDOWKFDUH,QDGGLWLRQVWDWHVXUYH\RUVDQGTXDOLW\DVVXUDQFHVWDIIZKRHQWHU
QXUVLQJKRPHVDQGRWKHUKHDOWKFDUHVHWWLQJVVKRXOGEHUHTXLUHGWREHYDFFLQDWHG7KHUHDUHIDU
WRRPDQ\H[DPSOHVRIDJHQF\VWDIIDQGVXUYH\RUVEULQJLQJ&29,'LQWRQXUVLQJKRPHVWKLVFDQ¶W
FRQWLQXH

7KURXJKRXWWKHSDQGHPLFRXUQXUVLQJKRPHOHDGHUVDQGVWDIIKDYHGHPRQVWUDWHGGHGLFDWLRQ
FRPPLWPHQWDQGEUDYHU\LQWKHIDFHRIGHDGO\FKDOOHQJHV,W¶VLPSRVVLEOHWRYLHZWKHPDV
VHSDUDWHIURPWKHUHVWRIWKHKHDOWKFDUHV\VWHP:HQRWHDUHFHQWUHSRUWIURPWKH&HQVXVWKDW
WKHUHDUHPRUHWKDQPLOOLRQZRUNHUVLQKRVSLWDOVFORVHWRPLOOLRQLQSK\VLFLDQRIILFHVDQGD
VLPLODUQXPEHULQRXWSDWLHQWFDUHVHWWLQJVDQGPLOOLRQLQQXUVLQJKRPHV1XUVLQJKRPH
ZRUNHUVDUHRQO\DVPDOOSDUWRIDODUJHUV\VWHP

:RUNIRUFHVKRUWDJHVLQQXUVLQJKRPHVKDYHEHHQRQHRIWKHPRVWSDLQIXORXWFRPHVRIWKH
SDQGHPLFDQGWKH\FRQWLQXHZLWKWKH'HOWDVXUJH,WLVTXLWHFRPPRQIRURXUSURYLGHUPHPEHUV
WRSRVWSRVLWLRQVDWDOOOHYHOVDQGUHFHLYHQRDSSOLFDQWV5HFHQWO\DVWKH'HOWDYDULDQWGULYHV
FDVHUDWHVKLJKHUZHDUHKHDULQJIURPPHPEHUVLQVRPHVWDWHVWKDWLWLVQRWHYHQSRVVLEOHWR
KLUHWHPSRUDU\DJHQF\VWDII0DQ\DUHWXUQLQJDZD\LQGLYLGXDOVLQQHHGRIWKHLUFDUHEHFDXVH
WKH\VLPSO\GRQ¶WKDYHWKHVWDIIWRSURYLGHTXDOLW\FDUH

0DQGDWHVWKDWGRQ¶WFRYHUWKHZKROHKHDOWKFDUHZRUNIRUFHDUHOLNHO\WRIXUWKHUZRUNIRUFH
VKRUWDJHVGULYLQJVRPHQXUVLQJKRPHVWDIIWRHPSOR\HUVQRWUHTXLULQJYDFFLQDWLRQ²ZKLFKLV
XQWHQDEOH1XUVLQJKRPHVWKDWDUHXQDEOHWRKLUHVWDIIRUHYHQEULQJLQDJHQF\VWDIIIDFHWKHGLUH
SURVSHFWRIKDYLQJWRWUDQVIHUUHVLGHQWVDQGFORVHWKHLUGRRUV7KLVXQLQWHQGHGFRQVHTXHQFH
PD\EHHYHQPRUHOLNHO\IRUPDQ\QXUVLQJKRPHVSDUWLFXODUO\VPDOOVLQJOHVLWHKRPHVDQG
WKRVHLQUXUDODUHDVWKDWDUHVWLOOVWUXJJOLQJILQDQFLDOO\IURPWKHPRXQWLQJFRVWVRIWKHSDQGHPLF

$QXUVLQJKRPHVWDIIYDFFLQHPDQGDWHLQLVRODWLRQZLOOGRPRUHKDUPWKDQJRRG:HVXJJHVW
WKDWWKH$GPLQLVWUDWLRQWDNHWKHIROORZLQJVWHSVWRHQVXUHDFRPSUHKHQVLYHYDFFLQHSURJUDP
WKDWSURWHFWVHYHU\RQH

x /HYHOWKHILHOGWRNHHS$//RIXVSURWHFWHG7KHYDFFLQHPDQGDWHDVDFRQGLWLRQRI
HPSOR\PHQWVKRXOGDSSO\WRDOOKHDOWKFDUHSURYLGHUVWKDWSDUWLFLSDWHLQ0HGLFDUHDQGRU
0HGLFDLG)RUWKLVPDQGDWHWRVXFFHVVIXOO\NHHSQXUVLQJKRPHUHVLGHQWVVDIHDQGWRGR
HYHU\WKLQJSRVVLEOHWRSURWHFWDQ\RQHVHHNLQJKHDOWKFDUHLQDQ\VHWWLQJLWLVFULWLFDOWKDW
QXUVLQJKRPHVDUHQRWWKHRQO\SURYLGHUVVXEMHFWWRWKLVIHGHUDOUHJXODWLRQ

x 3URYLGHGHVSHUDWHO\QHHGHGDVVLVWDQFHWRDGGUHVVZRUNIRUFHVKRUWDJHV7KHZRUNIRUFH
FKDOOHQJHVLQWKHORQJWHUPFDUHVHFWRUKDYHEHHQZHOOGRFXPHQWHG3OHDVHFRXSOH
YDFFLQHPDQGDWHVLQQXUVLQJKRPHVDQGRWKHUDJLQJVHUYLFHVZLWKGLUHFWDVVLVWDQFHWR
HQDEOHSURYLGHUVWRKDYHWKHVWDIIWRNHHSVHUYLQJDQGFDULQJIRUUHVLGHQWV7KLVFRXOG
LQFOXGHDWDUJHWHGDVVLVWDQFHIXQGIRUSURYLGHUVWKDWUHDFKFULWLFDOVKRUWDJHOHYHOV
DGGLWLRQDOVWULNHWHDPV3XEOLF+HDOWK6HUYLFHDQGQDWLRQDOJXDUGUHVRXUFHVWRILOO
VWDIILQJJDSVGXULQJWKH3XEOLF+HDOWK(PHUJHQF\VWULQJHQWUXOHVDJDLQVWSULFHJRXJLQJ
E\VWDIILQJDJHQFLHVGXULQJDSXEOLFKHDOWKHPHUJHQF\IUHHLQJXS&03IXQGVIRUQXUVLQJ
2
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KRPHVWRDGGUHVVVWDIILQJFKDOOHQJHVDPHQGLQJWKH6WDWH'HSDUWPHQW¶V,PPLJUDQW9LVD
3ULRULWL]DWLRQXSGDWHWRSULRULWL]HWKHHQWU\RIIRUHLJQWUDLQHGQXUVHVDQGKHDOWKFDUH
ZRUNHUVLQWRWKH86DQGUHVRXUFHVWRFRYHUWUDLQLQJRIIURQWOLQHVWDII

x $OORFDWHUHPDLQLQJ3URYLGHU5HOLHI)XQGVWRORQJWHUPFDUHSURYLGHUVDVTXLFNO\DV
SRVVLEOH7KH35)IXQGVKDYHKHOSHGRIIVHWVRPHRIWKHWHQVRIELOOLRQVRIGROODUVLQ
H[SHQVHVDQGORVVHVGXULQJWKHSDQGHPLFDQGPRUHLVFULWLFDOO\QHHGHGWRHQVXUH
FDUHJLYHUVFDQFRQWLQXHWRVHUYHUHVLGHQWV

x ,QFUHDVH$GPLQLVWUDWLRQVXSSRUWVWRSURPRWHYDFFLQHDFFHSWDQFHLQDJLQJVHUYLFHV
VHWWLQJV:LWKRXUSDUWQHU&RPPXQLW\&DWDO\VW/HDGLQJ$JHZLOOEHHQJDJHGLQHIIRUWV
WKDWDUHSDUWRID&'&LQLWLDWLYHWRSURPRWHYDFFLQHFRQILGHQFHDPRQJDJLQJVHUYLFHV
VWDII

,ZRXOGZHOFRPHDQRSSRUWXQLW\WRPHHWZLWK\RXDVVRRQDVSRVVLEOHRQWKHVH
UHFRPPHQGDWLRQV

/HDGLQJ$JHPHPEHUVDSSUHFLDWHWKH$GPLQLVWUDWLRQ¶VHIIRUWVWRPDNHWKHQDWLRQ¶VKHDOWKFDUH
V\VWHPDVVDIHDVSRVVLEOH:HORRNIRUZDUGWRFRQWLQXLQJWRZRUNZLWK\RX

6LQFHUHO\

.DWLH6PLWK6ORDQ
3UHVLGHQWDQG&(2
/HDGLQJ$JH


3
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September 29, 2021
The Honorable Chiquita Brooks-LaSure
Administrator
Centers for Medicare & Medicaid Services
7500 Security Blvd
Baltimore, MD 21244

RE: Forthcoming Interim Final Rule Implementing a Mandatory COVID-19 Vaccination Policy
for Hospitals and Other Health Care Providers Participating in Medicare and Medicaid

Dear Administrator Brooks-LaSure,
The Florida Hospital Association (FHA), on behalf of its more than 200 member hospital and
health systems, writes to request certain considerations as you develop an Interim Final Rule
related to the health care staff mandatory COVID-19 vaccination policy President Biden
announced on September 9.
President Biden’s 6-part “Path Out of the Pandemic” included instructions to the Centers for
Medicare and Medicaid Services (CMS) “to require COVID-19 vaccinations for workers in most
health care settings that receive Medicare or Medicaid reimbursement, including but not limited
to hospitals, dialysis facilities, ambulatory surgical settings, and home health agencies.” This
mandate, coupled with direction to the Occupational Safety and Health Administration (OSHA)
to require employers of 100 or more employees to require employee vaccination or weekly
testing, represents an effort to curb COVID-19 death and infection through vaccination. FHA is a
strong proponent of vaccination for all eligible persons, as we have demonstrated through a
successful multi-language public awareness campaign, and we support the underlying purpose
of the administration’s efforts.
However, CMS, and the administration, must make sure that the IFR is developed quickly,
clearly, fairly, and in a way that will not incentivize staff turnover. The IFR should create stability
for health care employers and reduce confusion related to the various public health mandates
that apply to the health care field. Health care employers have shown incredible leadership
adapting to the developing science of COVID-19: they implemented infection control procedures
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independent of federal mandates; managed PPE and staff shortages to treat their communities;
and have developed OSHA compliance programs with little time or instruction from the agency.
Florida’s hospitals are ready to implement CMS’s mandatory vaccine policies; however, they are
concerned that the IFR could be drafted in a manner that puts hospitals at odds with both their
staff and other federal mandates.
As CMS develops the IFR, they should:
x Ensure consistent application of the vaccine mandate to all Medicare-regulated health
care providers – requiring vaccines in one health care setting, but not another, could
result in labor shortages for vaccine mandated employers. Parity among providers is
critical to minimize disruption of care delivery.
x Provide hospitals with adequate time for compliance and make sure enforcement
efforts account for a hospital’s good faith effort to adopt these requirements.
x Clearly define any exceptions, specifically for medical reasons or sincerely held religious
beliefs, and documentation necessary to apply those exceptions.
x Build in flexibility to account for vaccine and testing supply shortages.
x Coordinate with other federal vaccination-related policies to minimize inconsistency and
redundancy. All hospital requirements should be managed by a single regulation and
agency.
We appreciate your consideration of these issues and welcome the opportunity to work with
CMS to ensure this new policy is implemented quickly, clearly and fairly. Please do not hesitate
to contact me if you have any questions or you may reach out to Michael Williams, Senior Vice
President Federal Affairs and General Counsel at michaelw@fha.org.
Sincerely,

Mary C. Mayhew
President and CEO
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&KLTXLWD%URRNV/D6XUH$GPLQLVWUDWRU
&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV
'HSDUWPHQWRI+HDOWKDQG+XPDQ6HUYLFHV
+XEHUW++XPSKUH\%XLOGLQJ5RRP*
,QGHSHQGHQFH$YHQXH6:
:DVKLQJWRQ'&
'HDU0V%URRNV/D6XUH
,QOLJKWRIWKHUHFHQWDQQRXQFHPHQWWKDWWKH&HQWHUV IRU0HGLFDUHDQG
0HGLFDLGLQWHQGVWRLVVXHDQLQWHULPILQDOUXOHPDQGDWLQJ &29,'
YDFFLQDWLRQIRUQXUVLQJKRPHZRUNHUVZHZRXOGOLNH WRWDNHWKLVRSSRUWXQLW\
WRRIIHUDIHZSROLF\UHFRPPHQGDWLRQV7KHVHUHFRPPHQGDWLRQV DUHEDVHG
RQRXUH[SHULHQFHOHDGLQJHGXFDWLRQDQGRXWUHDFKFDPSDLJQV WRLQFUHDVH
YDFFLQHXSWDNHDPRQJRXUPRUHWKDQWKRXVDQG QXUVLQJKRPH
PHPEHUVWKURXJKRXWWKHFRXQWU\
$FFRUGLQJWRDSROOUHFHQWO\FRQGXFWHGE\+DUW5HVHDUFK RI6(,8PHPEHUV
RIDOO6(,8PHPEHUVKDYHUHFHLYHGDWOHDVWRQH GRVHRIWKHFRYLG
YDFFLQH$PRQJQXUVLQJKRPHPHPEHUVWKHSROOIRXQG DQYDFFLQDWLRQ
UDWHZHOODERYHWKHQDWLRQDODYHUDJHRI :KLOH WKHKLJKHUYDFFLQDWLRQ
UDWHDPRQJXQLRQL]HGPHPEHUVLVGXHLQSDUWWRJHRJUDSK\ RXUPHPEHUV
DUHPRUHKHDYLO\FRQFHQWUDWHGLQWKHQRUWKHDVWDQG ZHVWZKHUHRYHUDOO
YDFFLQDWLRQUDWHVDUHKLJKHUWKDQLQWKHVRXWKDQG PLGZHVW LWLVDOVR
GLUHFWO\DWWULEXWDEOHWRRXUUREXVWHGXFDWLRQDQG RXWUHDFKSURJUDPVDQG
H[WHQVLYHSDUWQHUVKLSVZLWKHPSOR\HUVJRYHUQPHQW DQGPHGLFDOH[SHUWV
$VZHSURFHHGWRZDUGPDQGDWRU\YDFFLQDWLRQLQVNLOOHG QXUVLQJIDFLOLWLHVLW
ZLOOEHLPSRUWDQWWRFRXSOHPDQGDWHVZLWKSROLFLHV WKDWUHTXLUHIDFLOLWLHVWR
LPSURYHYDFFLQHHGXFDWLRQDQGDFFHVVLQRUGHUWRUHGXFH WKHQXPEHURI
ZRUNHUVZKROHDYHWKHQXUVLQJKRPHZRUNIRUFHDQGWR DYRLGH[DFHUEDWLQJ
WKHDOUHDG\VHYHUHVWDIILQJFULVLVLQQXUVLQJKRPHV 6SHFLILFDOO\&06¶V
SROLFLHVLPSOHPHQWLQJYDFFLQHPDQGDWHVVKRXOGEHDFFRPSDQLHG E\
SROLFLHVWKDWUHTXLUHDQGVXSSRUWUREXVWZRUNHUHGXFDWLRQ DQGRXWUHDFKDQG
HDVHUHPDLQLQJEDUULHUVWRYDFFLQHDFFHVVLQFOXGLQJ WKHEDUULHUFUHDWHGE\
ZRUNHUV¶IHDUWKDWWKH\ZLOOQHHGWRXVHXQSDLGWLPH RUH[KDXVWOLPLWHG
UHVHUYHVRISDLGWLPHRIIWRJHWYDFFLQDWHGRUUHFRYHU IURPUHDFWLRQVWRWKH
YDFFLQDWLRQ

1

Paulin, E., 2021Paulin, E., 2021. Feds Say Nursing Home Staﬀ Must Get COVID
Vaccine. [online] AARP. Available at:
<https://www.aarp.org/caregiving/health/info-2021/nursing-home-staﬀ-covid-vac
cine-mandate.html> [Accessed 27 August 2021].
AR-04567

Case 2:21-cv-00229-Z Document 30-8 Filed 11/28/21

Page 248 of 298 PageID 5109

2XU:RUNRQ,QFUHDVLQJ9DFFLQDWLRQ8SWDNHLQ1XUVLQJ+RPHV

7KH6HUYLFH(PSOR\HHV,QWHUQDWLRQDO8QLRQ 6(,8 ¶VZRUNRQYDFFLQHWUXVWUHOLHVRQ
FXOWXUDOO\DQGOLQJXLVWLFDOO\FRPSHWHQWHGXFDWLRQDQGRXWUHDFKWRPHPEHUVZLWKWKHXQLRQ
DVYDOLGDWRUDQGWUXVWHGPHVVHQJHU2XUIRUPXODIRUHIIHFWLYHPHPEHUFRPPXQLFDWLRQ
XWLOL]HVPHGLFDOH[SHUWVZKRHQJDJHLQDFXOWXUDOO\ FRPSHWHQWPDQQHUDQGWKHVWRULHVRI
PHPEHUVZKRKDYHEHHQLPSDFWHGE\WKHYLUXVDQGKDYH FKRVHQWREHYDFFLQDWHG :H
KDYHLPSURYHGYDFFLQHDFFHVVWKURXJK6(,8VSRQVRUHG SRSXSFOLQLFVE\DVVLVWLQJ
PHPEHUVLQVFKHGXOLQJWKHLUDSSRLQWPHQWVDQGE\ZRUNLQJ ZLWKHPSOR\HUVWRHDVHDFFHVV
WRYDFFLQDWLRQFOLQLFVWKURXJKIOH[LEOHVFKHGXOLQJ DQGVSHFLILFDOO\DOORFDWHGYDFFLQHVXSSO\
 9DFFLQH(GXFDWLRQ
2XUSROLF\UHFRPPHQGDWLRQVWRLQFUHDVHYDFFLQDWLRQ UDWHVDPRQJORQJWHUPFDUHZRUNHUV
IROORZWKHPHWKRGRORJ\RXWOLQHGDERYHDQGHPSKDVL]H WKHLPSRUWDQFHRIHGXFDWLRQ
RXWUHDFKDQGDFFHVVDVWRROV7KHUHUHPDLQVVLJQLILFDQW ZRUNWRUHGXFHGLVWUXVWDQG
UHVLVWDQFHDPRQJWKRVHXQYDFFLQDWHGZRUNHUVZKRDUH LQWKH³ZDLWDQGVHH´FDWHJRU\UDWKHU
WKDQWKH³QRQHYHU´FDWHJRU\2XUSROOLQJVKRZVWKDW WKH³ZDLWDQGVHH´JURXSLQFOXGHV
DSSUR[LPDWHO\SHUFHQWRIXQYDFFLQDWHGQXUVLQJ KRPHZRUNHUVDQGLPSRUWDQWO\
SHUFHQWRI%ODFNXQYDFFLQDWHGZRUNHUV5LJRURXVHGXFDWLRQ DPRQJWKHVHZRUNHUVZLOODOVR
KDYHWKHULSSOHHIIHFWRILQFUHDVLQJYDFFLQDWLRQUDWHV ZLWKLQWKHLUIDPLOLHVDQGLQWKH
FRPPXQLWLHVLQZKLFKWKH\UHVLGH
32/,&<5(&200(1'$7,21
1XUVLQJKRPHVVKRXOGEHUHTXLUHGWRRIIHUYDFFLQH HGXFDWLRQDOVHVVLRQVGXULQJ
PDQGDWRU\LQVHUYLFHPHHWLQJV:KHQHYHUSRVVLEOH VXFKVHVVLRQVVKRXOGLQFOXGH
PHGLFDOH[SHUWVZLWKWKHVDPHUDFHHWKQLFLW\DQGODQJXDJH SURILOHDVWKHZRUNHUVDW
WKHIDFLOLW\:KHUHWKHUHLVDXQLRQSUHVHQFHLQWKH IDFLOLW\WKHXQLRQLVWKHWUXVWHG
PHVVHQJHUWKDWFDQFHQWHUWKHVHVVLRQVDQGDQFKRU LQIRUPDWLRQUHVRXUFHVDQG
SURYLGHWKHPHGLFDOH[SHUWWKURXJKH[LVWLQJSDUWQHUVKLSV :KHUHWKHUHLVQRWDXQLRQ
SUHVHQFHFRPPXQLW\OHDGHUVPD\EHDEOHWRSOD\D UROH+ROGLQJPDQGDWRU\
HGXFDWLRQDOVHVVLRQVRQZRUNWLPHLQFUHDVHVWKHOLNHOLKRRG WKDWZRUNHUVZKRPD\QRW
YROXQWDULO\VHHNRXWYDFFLQHLQIRUPDWLRQQRQHWKHOHVV JDLQDFFHVVWRIDFWXDOPHGLFDO
LQIRUPDWLRQIURPWUXVWHGVRXUFHV
 9DFFLQH$FFHVV
0DQ\QXUVLQJKRPHZRUNHUVEHFDPHHOLJLEOHIRUYDFFLQDWLRQ VKRUWO\DIWHUWKH)'$FOHDUHG
WKH3IL]HU%LR17HFKDQG0RGHUQDYDFFLQHVIRUHPHUJHQF\ XVH7KHVSHHGRIWKHUROORXWIRU
DSRSXODWLRQRIZRUNHUVKHDYLO\PLVWUXVWIXORIJRYHUQPHQW DQGVRPHWLPHVRIWKHLU
HPSOR\HUV ZKRKDGIDFHGVKRUWDJHVRIFULWLFDO33( DQG&29,'WHVWLQJDQGIUHTXHQWO\
FKDQJLQJKHDOWKDQGVDIHW\JXLGDQFHGXULQJPXFKRI WKHSDQGHPLFFRQWULEXWHGWRLQLWLDOO\
ORZYDFFLQHWDNHXSUDWHVIRUWKHVHZRUNHUV)XUWKHU WKH3KDUPDF\3DUWQHUVKLSIRU/RQJ
7HUP&DUH&29,'YDFFLQHHIIRUWVIHDWXUHGULJLG FOLQLFKRXUVWKDWGLGQRWOLQHXSZLWKWKH



³7RJHWPRUHORQJWHUPKHDOWKFDUHZRUNHUVWKHYDFFLQH ZH¶UHIRFXVHGRQWUXVWDQGUHVSHFW´'U
$OLFLD)HUQDQGH]3URIHVVRURI0HGLFLQHDW8&6)DQG 'LUHFWRURIWKH8&6)/DWLQ[&HQWHURI
([FHOOHQFHDQG/HVOLH)UDQH([HFXWLYH9LFH3UHVLGHQW RIWKH6HUYLFH(PSOR\HHV,QWHUQDWLRQDO8QLRQ
6(,8 KWWSVZZZVHLXRUJEORJWUXVWHGPHVVHQJHUV
AR-04568
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VKLIWVRIQXUVLQJKRPHZRUNHUVZKRRIWHQZRUNPXOWLSOHMREVDQGKDYHIDPLO\REOLJDWLRQVDQG
WUDQVSRUWDWLRQFKDOOHQJHVWKDWPDGHVFKHGXOLQJGLIILFXOW
32/,&<5(&200(1'$7,21
*RLQJIRUZDUGVWDWHVDQGHPSOR\HUVVKRXOGFUHDWH RQVLWHYDFFLQDWLRQRSSRUWXQLWLHV
WKDWIROORZWKHVKLIWEDVHGVWUXFWXUHRIQXUVLQJKRPHZRUNDQGWKHQHHGVRIZRUNHUV
DQGWKDWFORVHO\IROORZYDFFLQHLQIRUPDWLRQDOVHVVLRQV 2QHZD\WRLQFUHDVHWKHHDVH
RIDFFHVVRQVLWHDWQXUVLQJKRPHVLVWRPDNHLWHDVLHU IRUSKDUPDFLHVFRQQHFWHGWR
WKHQXUVLQJKRPHVWRDFFHVVWKHYDFFLQHVXSSO\FKDLQ $QRWKHULVWRKDYHPRELOH
YDFFLQHXQLWVDYDLODEOHRQVLWHDWVKLIWFKDQJHWR EHWWHUIDFLOLWDWHYDFFLQDWLRQZKHQ
ZRUNHUVDUULYHRUGHSDUWIURPZRUN2QVLWHYDFFLQDWLRQ RSSRUWXQLWLHVDOVRDGGUHVV
WUDQVLWDQGWLPHRIILVVXHVIRUHPSOR\HHV
 3DLG/HDYH
7KH2FFXSDWLRQDO6DIHW\DQG+HDOWK$GPLQLVWUDWLRQ 26+$ (PHUJHQF\7HPSRUDU\
6WDQGDUG (76 GLUHFWVQXUVLQJKRPHHPSOR\HUVWRSURYLGH DWOHDVWKRXUVRISDLGOHDYHSHU
YDFFLQHGRVHIRUZRUNHUVWRUHFRYHUIURPDQ\VLGH HIIHFWVIURPWKHYDFFLQH 8QGHUWKH(76
WKHHPSOR\HUPXVWVXSSRUW&29,'±YDFFLQDWLRQIRU HDFKHPSOR\HHE\SURYLGLQJ
UHDVRQDEOHWLPHDQGSDLGOHDYH HJSDLGVLFNOHDYH DGPLQLVWUDWLYHOHDYH WRHDFK
HPSOR\HHIRUYDFFLQDWLRQDQGDQ\VLGHHIIHFWVH[SHULHQFHG IROORZLQJYDFFLQDWLRQ
32/,&<5(&200(1'$7,21
7KH26+$(76GLUHFWVHPSOR\HUVWRGUDZIURPH[LVWLQJ VLFNDQGDGPLQLVWUDWLYH
OHDYHHPSOR\HHVPD\KDYHDFFUXHGWRFRYHUDQ\ORVW ZDJHVHPSOR\HHVH[SHULHQFH
UHFRYHULQJIURPYDFFLQHVLGHHIIHFWV 5HTXLULQJXVH RIZRUNHUV¶PHDJHUDFFUXHG
OHDYHFDQIHHOSXQLWLYHDQGORZHUPRUDOHDQGDFFHSWDQFH RIWKHYDFFLQH,QVWHDG
HPSOR\HUVVKRXOGEHGLUHFWHGWRXVHWKH SDLGOHDYH WD[FUHGLWVIRUWLPHJLYHQWR
HPSOR\HHVWRUHFHLYHDQGUHFRYHUIURPWKHYDFFLQH XQGHUWKH$PHULFDQ5HVFXH
3ODQ :RUNHUVVKRXOGEHDIIRUGHGDVPXFKSDLGWLPH RIIWRUHFRYHUDVWKH\QHHG
HYHQLILWH[FHHGVWKHDPRXQWVSUHVFULEHGE\WKH(76 3DLGVLFNOHDYHWKDWLVQRW
GUDZQIURPZRUNHUV¶EDQNHGOHDYHVKRXOGDOVREHRIIHUHG IRUDQ\UHTXLUHGERRVWHU
VKRWV
 9DFFLQH,QFHQWLYH3D\PHQWV

3URYLGLQJVPDOOSD\PHQWVWRHQFRXUDJHYDFFLQDWLRQ LVDQDSSURDFKWKDWKDVVKRZQHIILFDF\
LQRWKHUVHWWLQJV *LYHQWKHLPSDFWRI&29,'RQ QXUVLQJKRPHVZHEHOLHYHWKH\DUHDQ
DSSURSULDWHVHWWLQJIRUDODUJHVFDOHUROORXWRI WKLVDSSURDFK$FKLHYLQJKLJKHUYDFFLQDWLRQ
UDWHVDPRQJQXUVLQJKRPHZRUNHUVLVDQLPSRUWDQWJRDO WKDWLVZHOOZRUWKWKHSULFHRI
SURYLGLQJVPDOOLQFHQWLYHSD\PHQWVWRZRUNHUV


(765HJXODWRU\7H[W &)56XESDUW8
&)5 P

)HGHUDO5HJLVWHUKWWSVZZZRVKDJRYODZVUHJVIHGHUDOUHJLVWHU

2QO\RIZRUNHUVKDYHDFFHVVWRSDLGOHDYH6DDG/HVVOHU -RHOOHDQG.DWH%DKQ7KH,PSRUWDQFHRI
3DLG/HDYHIRU&DUHJLYHUV:DVKLQJWRQ'&&HQWHU IRU$PHULFDQ3URJUHVVKWWSV
ZZZDPHULFDQSURJUHVVRUJLVVXHVZRPHQUHSRUWV LPSRUWDQFHSDLGOHDYHFDUHJLYHUV




&DUORV$OJDUD'-6 $XJXVW $QDO\VLV _DVOLWWOHDVLQFDVKPLJKWSHUVXDGHWKHUHOXFWDQW WRJHW
YDFFLQDWHGRXUUHVHDUFKILQGV7KH:DVKLQJWRQ3RVW
KWWSVZZZZDVKLQJWRQSRVWFRPSROLWLFVOLWWOHFDVKPLJKWSHUVXDGHUHOXFWDQWJHWYDFFLQDWHGRXUU
HVHDUFKILQGV
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32/,&<5(&200(1'$7,21
,QFHQWLYHSD\PHQWVRIGROODUVVKRXOGEH JLYHQWRHDFKZRUNHUZKRKDV
DOUHDG\EHHQIXOO\YDFFLQDWHGRUZKRQHZO\EHFRPHV IXOO\YDFFLQDWHG$GGLWLRQDO
LQFHQWLYHSD\PHQWVLQWKHDPRXQWVRIVKRXOG EHJLYHQWRQXUVLQJKRPH
ZRUNHUVDIWHUWKH\UHFHLYHDERRVWHUVKRW7RHQFRXUDJH YDFFLQDWLRQDVDFROOHFWLYH
HIIRUWZRUNHUVDQGPDQDJHUVLQDQLQGLYLGXDOQXUVLQJ KRPHVKRXOGUHFHLYHDQ
LQFHQWLYHSD\PHQWZKHQWKHIDFLOLW\YDFFLQDWLRQUDWH DPRQJVWDIIH[FHHGV7KLV
SD\PHQWVKRXOGEHGLYLGHGLQWRHTXDODPRXQWVDQGGLVWULEXWHGWRDOOVWDIILQDIDFLOLW\
LQUHFRJQLWLRQRIWKDWIDFLOLW\¶VSURJUHVV
 &29,'7HVWLQJ
32/,&<5(&200(1'$7,21
/RZZDJHQXUVLQJKRPHZRUNHUVVKRXOGQRWEHUHVSRQVLEOH IRUWKHFRVWRIIUHTXHQW
WHVWLQJLIIUHTXHQWWHVWLQJLVDFRPSRQHQWRIWKH XSFRPLQJPDQGDWH7HVWLQJVKRXOG
DOVREHDYDLODEOHDWWKHZRUNVLWHDQGRQSDLGZRUN WLPH
 3KDVHG,PSOHPHQWDWLRQ
,QVHWWLQJDWLPHOLQHIRULPSRVLQJIXOOYDFFLQDWLRQ PDQGDWHV&06VKRXOGFRQVLGHUDSKDVHG
LQDSSURDFK(VSHFLDOO\IRUIDFLOLWLHVZLWKYHU\ORZ FXUUHQWYDFFLQDWLRQUDWHVLPPHGLDWH
LPSOHPHQWDWLRQRIDIXOOPDQGDWHPD\FUHDWHDVWDIILQJ FULVLVWKDWSXWVUHVLGHQWVDWJUHDWULVN
$VDUHVXOW&06VKRXOGFRQVLGHUHVWDEOLVKLQJDPDQGDWH LPSOHPHQWDWLRQGDWHWKDWJLYHV
IDFLOLWLHVDOLPLWHGDPRXQWRIWLPHWRWDNHVWHSV WRLQFUHDVHWKHLUYROXQWDU\FRPSOLDQFHUDWHLQ
DGYDQFHRIWKHIXOOPDQGDWHSRWHQWLDOO\ZLWKDVOLJKWO\ ORQJHUDPRXQWRIWLPHLIWKH\VKRZ
HYLGHQFHWKDWWKH\DUHLPSOHPHQWLQJDUREXVWSODQ WRGULYHXSWDNHXSUDWHV

32/,&<5(&200(1'$7,21
1XUVLQJKRPHRSHUDWRUVZLOOEHHOLJLEOHIRUDOLPLWHG DPRXQWRIDGGLWLRQDOWLPH
WRPHHWWKHJRDOVRIXQLYHUVDOVWDIIYDFFLQDWLRQLI WKH\GRDOORIWKHIROORZLQJ
 0HHWPHWULFVWKDWGHPRQVWUDWHSURJUHVVWRZDUGXQLYHUVDO YDFFLQDWLRQ
VXFKDVVXVWDLQHGLQFUHDVHVLQYDFFLQDWLRQUDWHVZHHN RYHUZHHN
 5HTXLUHPDQGDWRU\WHVWLQJIRUWKRVHZKRGHFOLQHYDFFLQDWLRQ GXULQJWKH
LQWHULPSHULRG
 3URYLGHSDLGWLPHRIIIRUYDFFLQDWLRQDQGUHFRYHU\ IURPVLGHHIIHFWVWKDW
GRHVQRWFRXQWDJDLQVWWKHHPSOR\HH¶VDFFUXHGSDLG OHDYH
 5XQPDQGDWRU\LQVHUYLFHHGXFDWLRQDOVHVVLRQVIRUQRQYDFFLQDWHG
HPSOR\HHVSURYLGHGE\XQLRQVRUFRPPXQLW\SDUWQHUV DQGPHGLFDO
H[SHUWVQRWDIILOLDWHGZLWKWKHIDFLOLW\DQG
 3URYLGHLQFHQWLYHSURJUDPVIRUYDFFLQDWLRQ
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$GGLWLRQDOO\QXUVLQJKRPHZRUNHUVKDYHH[SUHVVHG WKDWYDFFLQHKHVLWDQF\LVRIWHQURRWHGLQ
GLVWUXVWRIHPSOR\HUVDQGRIWKHJRYHUQPHQW(PSOR\HUV KDYHDOVRVKDUHGWKDWVWDII
YDFFLQDWLRQUDWHVDUHKLJKHULQQXUVLQJKRPHVZKHUH ZRUNHUVKDYHDSRVLWLYHUHODWLRQVKLS
ZLWKRSHUDWRUVDQGPDQDJHPHQW)DFWRUVWKDWFRQWULEXWH WRGLVWUXVWRIHPSOR\HUVDQGWKH
JRYHUQPHQWLQFOXGHXQVDIHZRUNLQJFRQGLWLRQVORZ ZDJHVDQGVKRUWVWDIILQJ
7KURXJKRXWWKHFRXUVHRIWKH&29,'SDQGHPLFZRUNHUV LQPDQ\QXUVLQJKRPHVKDYH
EHHQXQDEOHWRVHFXUHWKHUHVRXUFHVQHFHVVDU\WRVXSSRUW DSRVLWLYHZRUNHQYLURQPHQW$W
WLPHVQXUVLQJKRPHZRUNHUVKDYHEHHQOHIWZLWKRXW DGHTXDWHSHUVRQDOSURWHFWLYH
HTXLSPHQWZLWKRXWDGHTXDWHZDJHVDQGKD]DUGSD\ DQGZLWKRXWHQRXJKFRZRUNHUVRQWKHLU
VKLIWVWRDVVLVWWKHPLQSURYLGLQJTXDOLW\FDUHWR UHVLGHQWV$VDUHVXOWRIWKHVHFKDOOHQJHV
ZKLFKZRUNHUVSHUFHLYHWREHFDXVHGE\WKHJRYHUQPHQW DQGHPSOR\HUVVRPHZRUNHUV
UHPDLQGLVWUXVWIXORIJRYHUQPHQWDQGHPSOR\HUDWWHPSWV WRSHUVXDGHWKHPWRWDNHD
&29,'YDFFLQH7REXLOGWKHWUXVWRIQXUVLQJKRPH ZRUNHUVLWLVLPSHUDWLYHWKDW
GHOLEHUDWHPHDVXUHVDUHWDNHQWRLPSURYHRYHUDOOZRUNLQJ FRQGLWLRQVLQQXUVLQJKRPHV7KH
JRYHUQPHQWDQGHPSOR\HUVVKRXOGGHPRQVWUDWHWRZRUNHUV WKDWWKHLUKHDOWKDQGZHOOEHLQJ
DUHWRSSULRULWLHV$FWLRQVWKDWFDQEHWDNHQWRJDLQ ZRUNHUWUXVWLQFOXGHUDLVLQJZDJHV
SURYLGLQJUHWURDFWLYHDQGFXUUHQWSDQGHPLFSD\UHTXLULQJ PLQLPXPOHYHOVRIVWDIILQJLQ
QXUVLQJKRPHVSURYLGLQJPRUHWUDLQLQJDQGFDUHHU DGYDQFHPHQWRSSRUWXQLWLHVDQG
VWUHQJWKHQLQJLQIHFWLRQFRQWUROPHDVXUHV
:HKRSH\RXZLOOFRQVLGHURXUEHVWSUDFWLFHVDQGUHFRPPHQGDWLRQV RQKRZWREHVW
HQFRXUDJHYDFFLQHXSWDNHDPRQJQXUVLQJKRPHZRUNHUV DVWKLVUHJXODWLRQLVFUDIWHG3OHDVH
FRQWDFW(OL]DEHWK5R\DODWHOL]DEHWKUR\DO#VHLXRUJ LI\RXKDYHDQ\TXHVWLRQVRUFRPPHQWV
DERXWRXUDSSURDFKWRHQVXULQJWKDWQXUVLQJKRPHZRUNHUV EHFRPHYDFFLQDWHGDJDLQVW
&29,'

 ǡ
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7KH+RQRUDEOH&KLTXLWD%URRNV/D6XUH
$GPLQLVWUDWRU
&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV
'HSDUWPHQWRI+HDOWKDQG+XPDQ6HUYLFHV
6HFXULW\%OYG
%DOWLPRUH0'

'HDU$GPLQLVWUDWRU%URRNV/D6XUH

2QEHKDOIRIWKH1RQSURILW.LGQH\&DUH$OOLDQFH 1.&$ ZHZULWHWRRIIHURXULQSXWDVWKH
DJHQF\SUHSDUHVUXOHPDNLQJUHODWHGWRYDFFLQDWLRQUHTXLUHPHQWVIRUKHDOWKFDUHZRUNHUV1.&$
UHSUHVHQWVHLJKWQRQSURILWGLDO\VLVSURYLGHUV&HQWHUVIRU'LDO\VLV&DUH&HQWUDO)ORULGD.LGQH\
&HQWHUV'LDO\VLV&HQWHURI/LQFROQ'LDO\VLV&OLQLF,QF,QGHSHQGHQW'LDO\VLV)RXQGDWLRQ,QF
1RUWKZHVW.LGQH\&HQWHUV3XJHW6RXQG.LGQH\&HQWHUVDQG7KH5RJRVLQ,QVWLWXWH
&ROOHFWLYHO\ZHVHUYHPRUHWKDQSDWLHQWVDWIDFLOLWLHVLQVWDWHV,QDQHIIRUWWRNHHS
SDWLHQWVRIIGLDO\VLVZHDOVRVHUYHPRUHWKDQSDWLHQWVZLWKFKURQLFNLGQH\GLVHDVH
&.' ZLWKWKHJRDORIDYRLGLQJRUDWOHDVWGHOD\LQJWKHRQVHWRI(65'

:HFRPPHQGWKH$GPLQLVWUDWLRQIRULWVFRPPLWPHQWWRWDFNOLQJWKHSDQGHPLFDQGLQFUHDVLQJWKH
YDFFLQDWLRQUDWHDPRQJ$PHULFDQV:HVKDUHZLWK\RXWKHJRDORISURWHFWLQJKHDOWKFDUHZRUNHUV
DQGWKHLUSDWLHQWVWKURXJKYDFFLQDWLRQDQGKDYHEHHQZRUNLQJHYHQEHIRUHYDFFLQHVEHFDPH
DYDLODEOHWRVKDUHGDWDRQVDIHW\DQGHIILFDF\FRXQVHOVWDIIDQGSDWLHQWVDQGOHDGE\H[DPSOHWR
HQFRXUDJHYDFFLQDWLRQ$OWKRXJKZHKRSHIRUWKHVDPHRXWFRPHZLWKWKHUHFHQWDQQRXQFHPHQW
RIDIRUWKFRPLQJYDFFLQHPDQGDWHIRUDOOKHDOWKFDUHZRUNHUVZHDUHFRQFHUQHGDERXWWKHULVNRI
XQLQWHQGHGFRQVHTXHQFHVSRVHGE\DQ\UHJXODWRU\UHTXLUHPHQWWKDWGRHVQRWDGHTXDWHO\DOORZIRU
DGDSWDWLRQE\SURYLGHUV

:HZDQWWRXQGHUVFRUHRXUVWURQJVXSSRUWIRUYDFFLQDWLRQIRUVWDIIDQGSDWLHQWV$WWKHVDPH
WLPHZHVWUHVVWKHLPSRUWDQFHRIPDQGDWLQJLWLQDZD\WRHQVXUHFRQWLQXHGDFFHVVWRGLDO\VLVIRU
SDWLHQWVGXULQJDWLPHZKHQWKHVHLQGLYLGXDOVDUHDOUHDG\DWLQFUHDVHGULVNRIVHYHUH&29,'
$WSUHVHQWZHDUHDOUHDG\IDFLQJVLJQLILFDQWVWDIILQJVKRUWDJHVLQPDQ\PDUNHWV7KXVIDURXU
H[SHULHQFHZLWKVWDWHOHYHOYDFFLQHPDQGDWHVVXJJHVWVWKDWVWDIIDWWULWLRQRIWRSHUFHQWRU
PRUHLVYHU\OLNHO\XQGHUDIHGHUDOVWDQGDUG,QVRPHPDUNHWVWKLVPD\UHTXLUHIDFLOLWLHVWR
FXUWDLODFWLYLWLHVWKURXJKDUHGXFWLRQRIVKLIWVRUZRUVHWREHIRUFHGWRVXVSHQGVHUYLFHV
HQWLUHO\7KLVFRXOGOLPLWGLDO\VLVDFFHVVIRUEHQHILFLDULHVLQWKHFOLQLFDQGVKLIWGLDO\VLVFDUHWR
KRVSLWDOVGXULQJDWLPHZKHQWKH\DUHGHDOLQJZLWKWKHLURZQVWDIILQJVKRUWDJHVDQGDQLQIOX[RI
SDWLHQWV)XUWKHUVWLOOJHRJUDSKLFGLIIHUHQFHVLQYDFFLQHXSWDNHFRXOGOHDGWRGLVSDULWLHVLQVWDII
DWWULWLRQEHWZHHQVWDWHVOHDGLQJWRLQHTXLWLHVLQSDWLHQWDFFHVVWRFDUH

'XULQJDUHFHQW&06&'&7RZQ+DOO0HHWLQJ&06DVNHGWKDWVWDNHKROGHUVOHW&06NQRZRI
WKHLUFRQFHUQV,QWKDWVSLULWDV&06SUHSDUHVWKHIRUWKFRPLQJUHJXODWLRQZHXUJHWKHDJHQF\WR
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x (VWDEOLVKDWLHUHGYDFFLQHPDQGDWHWUDQVLWLRQEDVHGRQYDFFLQHUDWHVLQDJHRJUDSKLF
DUHDRUVWDWHLQZKLFKWKHWDUJHWGDWHIRU(65'SURYLGHUVLQVWDWHVDOUHDG\LQWKH
KLJKHVWTXDUWLOHZRXOGEHVRRQHUZKLOHWKRVHLQWKHVHFRQGWKLUGDQGERWWRPTXDUWLOH
ZRXOGHDFKEHJLYHQDGGLWLRQDOWLPHFRPPHQVXUDWHZLWKWKHTXDUWLOHLQZKLFKWKH\
IDOO7KLVFRXOGDOVROHQGLWVHOIWRLQFUHPHQWDOVWDIIYDFFLQDWLRQJRDOVZKLFKLQFUHDVH
RYHUWLPHWRVKRZSURJUHVV
x (VWDEOLVKPHDVXUDEOHREMHFWLYHFULWHULDIRUGHQ\LQJUHTXHVWVIRUUHOLJLRXVDQG
PHGLFDOH[HPSWLRQVZKLFKZRXOGQRWUHTXLUHSURYLGHUVWRDGMXGLFDWHWKHYDOLGLW\RI
DQH[HPSWLRQUHTXHVW
x 'HYHORSUREXVWHGXFDWLRQDODQGSXEOLFPHVVDJHFDPSDLJQVWDUJHWLQJKHDOWKFDUH
ZRUNHUVWKDWDUHWDLORUHGWRGLIIHUHQWJHRJUDSKLFPDUNHWVGHPRJUDSKLFVDQG
FRQFHUQV
x &RQGXFWDG\QDPLFIOH[LEOHDQGWUDQVSDUHQWUHJXODWRU\SURFHVVWKDWFDQHDVLO\DGDSW
DVQHZHYLGHQFHEHFRPHVDYDLODEOHLQFOXGLQJHYLGHQFHRIWKHFRQVHTXHQFHVRIWKH
PDQGDWHRQVWDIILQJVKRUWDJHVFKDQJHVLQWKH&29,'FDVHUDWHVHPHUJHQFHRI
QHZYDULDQWVDQGQHZLQIRUPDWLRQDERXWWKHHIILFDF\RIWKHYDFFLQHV
:HXUJH\RXUFRQVLGHUDWLRQRIWKHDERYHDQGZRXOGZHOFRPHDGGLWLRQDOGLVFXVVLRQEDVHGRQRXU
H[SHULHQFHVLQYDULRXVPDUNHWV,I\RXKDYHDQ\TXHVWLRQVSOHDVHIHHOIUHHWRFRQWDFWPHDW
RULQIR#QRQSURILWNLGQH\FDUHRUJ

6LQFHUHO\

0DUWLQ&RUU\
([HFXWLYH'LUHFWRU

2
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3ULRULW\5HFRPPHQGDWLRQV5HJDUGLQJWKH)HGHUDO&29,'9DFFLQDWLRQ5HTXLUHPHQW
$VFHQVLRQ FRPPHQGV WKH %LGHQ $GPLQLVWUDWLRQ IRU DQQRXQFLQJ D UHTXLUHPHQW IRU &29,'
YDFFLQDWLRQ IRU ZRUNHUV LQ PRVW KHDOWKFDUH VHWWLQJV WKDW UHFHLYH 0HGLFDUH RU 0HGLFDLG
UHLPEXUVHPHQW LQFOXGLQJ FOLQLFDO VWDII LQGLYLGXDOV SURYLGLQJ VHUYLFHV XQGHU DUUDQJHPHQWV
YROXQWHHUVDQGVWDIIZKRDUHQRWLQYROYHGLQGLUHFWSDWLHQWUHVLGHQWRUFOLHQWFDUH
$V WKH GHWDLOV RQ WKH IRUWKFRPLQJ UXOHPDNLQJ DUH GHYHORSHG ZH UHVSHFWIXOO\ RIIHU WKH IROORZLQJ
UHFRPPHQGDWLRQV ,Q DGGLWLRQ RXU RULJLQDO SURSRVHG YDFFLQDWLRQ PDQGDWH SROLF\ LV DOVR LQFOXGHG
EHORZ
2XUUHFRPPHQGDWLRQV
 5HTXLUH WKDW FRYHUHG IDFLOLWLHV DGRSW D SROLF\ WKDW UHTXLUHV YDFFLQDWLRQ DV D FRQGLWLRQ
RI HPSOR\PHQW DQG PHGLFDO VWDII PHPEHUVKLS DQGRU FOLQLFDO SULYLOHJHV E\ D GDWH FHUWDLQ
:H VWURQJO\ UHFRPPHQG WKDW &06 DYRLG EHLQJ RYHUO\ SUHVFULSWLYH RQ WKH LPSOHPHQWDWLRQ GHWDLOV
WR FDUU\ RXW WKH YDFFLQDWLRQ UHTXLUHPHQW ZKLOH EHLQJ FOHDU WKDW WKH DGRSWHG SROLF\ PXVW EH
FOHDUO\ HQIRUFHDEOH DQG HQIRUFHG (DFK VLWH RI FDUH ZLOO IDFH GLIIHUHQW FKDOOHQJHV WRZDUG
UHDFKLQJ IXOO LPSOHPHQWDWLRQ DQG E\ OHDYLQJ WKH LPSOHPHQWDWLRQ GHWDLOV WR WKH VLWHV RI FDUH WKH
&06 SROLF\ FDQ DSSURSULDWHO\ EDODQFH WKH QHHG IRU DQ HQIRUFHDEOH SROLF\ ZLWKRXW EHLQJ RYHUO\
SUHVFULSWLYH )XUWKHUPRUH ZH VWURQJO\ UHFRPPHQG WKDW &06¶V YDFFLQH UHTXLUHPHQW DQG WKH
UHODWHG GDWD FROOHFWLRQ UHTXLUHPHQWV IRU IDFLOLWLHV EH WDLORUHG VR WKH\ DUH VSHFLILF WR RQO\ WKRVH
JURXSVXQGHUWKHGLUHFWFRQWURORIWKHIDFLOLW\
 5HTXLUH HQIRUFHPHQW E\ WKH FRYHUHG IDFLOLW\ 7KH DJHQF\ VKRXOG QRW GLFWDWH RU EH RYHUO\
SUHVFULSWLYH DERXW ZKDW VXFK HQIRUFHPHQW PHFKDQLVPV V VKRXOG EH EH\RQG WKH HVVHQWLDO
UHTXLUHG HOHPHQWV RXWOLQHG KHUH SURYLGHG WKDW LW VKRXOG VXSSRUW DQG SURPRWH D SURYLGHU¶V SROLF\
WR HQIRUFH DSSURSULDWH FRUUHFWLYH DFWLRQ IRU QRQFRPSOLDQFH WKDW LQFOXGHV ZLWKRXW OLPLWDWLRQ
WHUPLQDWLRQ RI HPSOR\PHQW RU SULYLOHJHV WR SURYLGH VHUYLFHV DW WKH IDFLOLW\ ,W LV HVVHQWLDO WKDW WKH
FRYHUHG IDFLOLW\ LPSOHPHQW DQG DFWXDOO\ HQIRUFH LWV RZQ SROLF\ +RZHYHU ZKLOH WKH DJHQF\ FRXOG
SURYLGH H[DPSOHV RI HIIHFWLYH HQIRUFHPHQW PHFKDQLVPV &06¶V SROLF\ VKRXOG VLPSO\ UHTXLUH DQ
HIIHFWLYH HQIRUFHPHQW SROLF\ EH LPSOHPHQWHG E\ D FRYHUHG SURYLGHU RU IDFLOLW\ 7KH DJHQF\
VKRXOG QRW GLFWDWH RU EH RYHUO\ SUHVFULSWLYH DERXW ZKDW VXFK HQIRUFHPHQW PHFKDQLVPV V WKDW
SROLF\VKRXOGLQFOXGHEH\RQGWKHHVVHQWLDOUHTXLUHPHQWVHOHPHQWVRXWOLQHGKHUH
 (IIHFWLYH IHGHUDO HQIRUFHPHQW ,W LV LPSRUWDQW WKDW WKHUH LV DQ HIIHFWLYH HQIRUFHPHQW
PHFKDQLVP WKDW HQVXUHV WKDW FRYHUHG IDFLOLWLHV FRPH LQWR FRPSOLDQFH ZLWK WKH ZRUNIRUFH
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7KH IHGHUDO UHTXLUHPHQW ZLOO RQO\ EH HIIHFWLYH WR WKH H[WHQW WKDW

 $Q\ WHVWLQJ DOWHUQDWLYH VKRXOG EH OLPLWHG RQO\ WR WKRVH ZKR TXDOLI\ IRU DQ H[HPSWLRQ
7HVWLQJ VKRXOG QRW EH SHUPLWWHG DV D JHQHUDO DOWHUQDWLYH IRU DQ\ KHDOWKFDUH ZRUNHU ZKR UHIXVHV
WKH YDFFLQH 6XFK DQ DSSURDFK ZRXOG FUHDWH D ORRSKROH WKDW ZRXOG EH YXOQHUDEOH WR H[SORLWDWLRQ
E\ WKRVH ZKR ZDQW WR DYRLG WKH UHTXLUHPHQW DQG ZLOO XQGHUFXW WKH JRDO RI FUHDWLQJ D VDIH
HQYLURQPHQW 0RUH LPSRUWDQWO\ WKH VFLHQFH GRHV QRW VXSSRUW WKH XVH RI WHVWLQJ DV D YDOLG
DOWHUQDWLYH IRU NHHSLQJ SDWLHQWV DVVRFLDWHV DQG YLVLWRUV VDIH $ JHQHUDO WHVWLQJ DOWHUQDWLYH ZRXOG
DOVR EH GLIILFXOW WR LPSOHPHQW KDUG WR WUDFN DQG YHU\ FRVWO\ $FFRUGLQJO\ D WHVWLQJ DOWHUQDWLYH
VKRXOG EH SHUPLWWHG RQO\ IRU WKRVH OLPLWHG FLUFXPVWDQFHV ZKHUH DQ DSSURYHG UHTXHVW IRU D
UHOLJLRXV RU PHGLFDO DFFRPPRGDWLRQ LV JUDQWHG $QG LQ WKRVH FDVHV FRQVLGHUDWLRQ VKRXOG EH
JLYHQWRSURYLGLQJIHGHUDOIXQGLQJWRFRYHUHGIDFLOLWLHVWRGHIUD\WKHFRVWRIWHVWLQJ
 ([HPSWLRQV QHHG WR EH QDUURZO\ WDLORUHG ,W LV QHFHVVDU\ WR LQFOXGH DSSURSULDWH
H[HPSWLRQV IRU FDVHV ZKHUH FRYHUHG SHUVRQQHO UHTXHVW DQ DFFRPPRGDWLRQ EHFDXVH WKH\ KDYH
D GRFXPHQWHG PHGLFDO FRQWUDLQGLFDWLRQ RU D FORVHO\ KHOG UHOLJLRXV EHOLHI IRU ZKLFK WKH YDFFLQH LV
FRQWUDLQGLFDWHG ,W LV FUXFLDO KRZHYHU IRU WKHVH H[FHSWLRQV WR EH QDUURZO\ WDLORUHG IRU WKH
FRYHUHG IDFLOLW\ WR EH DOORZHG WR UHTXHVW DSSURSULDWH GRFXPHQWDWLRQ WR VXSSRUW WKH UHTXHVW IRU
WKH DFFRPRGDWLRQ DQG IRU WKH FRYHUHG IDFLOLW\ WR DSSO\ WKH H[HPSWLRQV LQ D PDQQHU VXFK WKDW
WKH\ GR QRW EHFRPH ³UXEEHU VWDPS´ H[HPSWLRQV WKDW FRQVXPH WKH UXOH )XUWKHUPRUH IDFLOLWLHV
VKRXOG EH DIIRUGHG WKH RSSRUWXQLW\ WR UHIUDLQ IURP JUDQWLQJ H[HPSWLRQV LQ FDVHV RI XQGXH
KDUGVKLS
 $OORZ DSSURSULDWH WLPH IRU LPSOHPHQWDWLRQ :KLOH ZH VXSSRUW D WLPHOLQH WKDW UHTXLUHV
YDFFLQDWLRQ DV VRRQ DV SRVVLEOH WKH WLPHOLQH PXVW DFFRPPRGDWH WKH WLPH QHFHVVDU\ IRU KHDOWK
V\VWHPV DQG FRYHUHG IDFLOLWLHV WR DGRSW SROLFLHV DOORZ DVVRFLDWHV WR DSSO\ IRU H[FHSWLRQV IRU
WKRVH H[FHSWLRQV WR EH UHYLHZHG DQG GHFLGHG XSRQ DQG WKHQ IRU WKH DVVRFLDWH WR FRPSOHWH WKH
FRXUVH RI &29,' YDFFLQDWLRQ GRVLQJ SRVW H[FHSWLRQ GHFLVLRQ WR EHFRPH IXOO\ YDFFLQDWHG
7KH WLPHOLQHV VKRXOG DOVR DQWLFLSDWH WKH QHHG WR EXLOG XS LQIUDVWUXFWXUH IRU FRPSOLDQFH DQG GDWD
UHSRUWLQJ
 &RQVLGHU SROLFLHV WKDW HTXLWDEO\ H[WHQG YDFFLQDWLRQ UHTXLUHPHQWV WR DOO SDUWLFLSDWLQJ
SURYLGHUV :KLOH &06 KDV UREXVW UHJXODWRU\ DXWKRULW\ RYHU PRVW KHDOWKFDUH SURYLGHUV WKHUH
PD\ EH VRPH LQGHSHQGHQW FOLQLFLDQV QRW VXEMHFW WR 0HGLFDUH &RQGLWLRQV RI 3DUWLFLSDWLRQ &R3V
RU &RQGLWLRQV IRU &RYHUDJH &I&V  :LWK UHVSHFW WR FOLQLFLDQV WKDW SDUWLFLSDWH LQ 0HGLFDUH DQG
0HGLFDLG E\ DFFHSWLQJ DVVLJQPHQW EXW ZKR DUH QRW RWKHUZLVH GLUHFWO\ UHJXODWHG XQGHU &06
&R3V RU &I&V WKH DJHQF\ VKRXOG HYDOXDWH SROLF\ RSWLRQV IRU HTXLWDEO\ H[WHQGLQJ YDFFLQDWLRQ
UHTXLUHPHQWV WR WKHVH FOLQLFLDQV DV ZHOO WR SURYLGH DPSOH SURWHFWLRQ WR DOO 0HGLFDUH
EHQHILFLDULHVDQG0HGLFDLGHQUROOHHV
 ([HPSW FRYHUHG IDFLOLWLHV IURP 26+$ YDFFLQDWLRQ UHTXLUHPHQWV 7R DYRLG FRQIXVLRQ
DGPLQLVWUDWLYH EXUGHQ DQG SRWHQWLDO XQLQWHQGHG OLDELOLW\ &06 VKRXOG ZRUN ZLWK 26+$ WR HQVXUH
WKDW DQ\ KHDOWKFDUH IDFLOLWLHV WKDW FRPSO\ ZLWK WKH 0HGLFDUH0HGLFDLG UHTXLUHPHQWV IRU YDFFLQH
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PDQGDWHV DUH H[HPSWHG IURP IRUWKFRPLQJ 26+$ UHTXLUHPHQWV DSSOLFDEOH WR HPSOR\HUV ZLWK
HPSOR\HHV

3URSRVHG1HZ&RQGLWLRQRI3DUWLFLSDWLRQ &R3 RU&RQGLWLRQIRU&RYHUDJH &I& 
,QWURGXFWLRQ 7KLV SURSRVDO ZRXOG UHTXLUH WKDW ZLWKLQ  ZHHNV RI ILQDOL]DWLRQ RI UXOHPDNLQJ WKDW
KRVSLWDOV DQG RWKHU SURYLGHUV VXEMHFW WR D 0HGLFDUH &RQGLWLRQ RI 3DUWLFLSDWLRQ RU &RQGLWLRQ IRU
&RYHUDJH KDYH D SROLF\ LQ SODFH UHTXLULQJ TXDOLILHG KHDOWKFDUH SHUVRQQHO DV GHILQHG WR EH IXOO\
YDFFLQDWHG >E\ 'HFHPEHU  @ %\ UHTXLULQJ VXFK D SROLF\ WR EH LQ SODFH &06 ZRXOG
HQVXUH WKDW KRVSLWDOV DQG RWKHU SURYLGHUV DUH WDNLQJ WKH VWHSV QHFHVVDU\ WR HQVXUH WKH IXOO
YDFFLQDWLRQ RI WKHLU ZRUNIRUFH ZKLOH QRW EHLQJ RYHUO\ SUHVFULSWLYH DQG PDLQWDLQLQJ IOH[LELOLW\ IRU
WKHLPSOHPHQWDWLRQDQGRSHUDWLRQDOGHWDLOVWRWKHKRVSLWDOVDQGSURYLGHUV
3URSRVDO 'XULQJ WKH SHULRG RI WKH &29,' 3+( WKH &HQWHUV IRU 0HGLFDUH
0HGLFDLG
6HUYLFHV &06 ZLOO UHTXLUH DV D 0HGLFDUH &R3&I& WKDW D SDUWLFLSDWLQJ KRVSLWDO DQG RWKHU VLWHV
RI FDUH KDV D SROLF\ DGRSWHG UHTXLULQJ DOO TXDOLI\LQJ KHDOWKFDUH SHUVRQQHO WR EH IXOO\ YDFFLQDWHG
DJDLQVW &29,' DQG WKDW VXFK HQWLWLHV UHTXLUH FRQWUDFWHG YHQGRUV WR KDYH D SROLF\ UHTXLULQJ
WKHLU FRQWUDFWHG SHUVRQQHO WR EH IXOO\ YDFFLQDWHG 6XFK D SROLF\ PXVW EH HQIRUFHDEOH DQG PD\
LQFOXGH DSSURSULDWH H[FHSWLRQV IRU FDVHV ZKHUH TXDOLILHG SHUVRQQHO KDYH D PHGLFDO
FRQWUDLQGLFDWLRQ RU FRQGLWLRQ VSHFLILHG E\ )RRG DQG 'UXJ $GPLQLVWUDWLRQ )'$ ODEHOLQJ RU
DXWKRUL]DWLRQ &'& RU $GYLVRU\ &RPPLWWHH RQ ,PPXQL]DWLRQ 3UDFWLFHV $&,3 UHFRPPHQGDWLRQV
DQG ZKHUH TXDOLILHG SHUVRQQHO KDYH D VLQFHUHO\ KHOG UHOLJLRXV EHOLHI WKDW ZLOO QRW SHUPLW WKHP WR
UHFHLYH WKH YDFFLQH )DFLOLWLHV KDYH D PD[LPXP RI  ZHHNV EHIRUH EHLQJ VXEMHFW WR VXUYH\ DQG
FHUWLILFDWLRQ UHYLHZ WR FRQILUP WKDW D FRPSOLDQW SROLF\ KDV EHHQ DGRSWHG DQG WKH SROLF\ PXVW
UHTXLUHWKDWTXDOLILHGFXUUHQWSHUVRQQHODVGHILQHGEHIXOO\YDFFLQDWHGE\'HFHPEHU
4XDOLILHGKHDOWKFDUHSHUVRQQHOVKDOOLQFOXGH
 (PSOR\HHV 7KLV LQFOXGHV DOO Z HPSOR\HG SHUVRQV UHFHLYLQJ D GLUHFW SD\FKHFN IURP WKH
IDFLOLW\ LHRQWKHIDFLOLW\¶VSD\UROO UHJDUGOHVVRIFOLQLFDOUHVSRQVLELOLW\RUSDWLHQWFRQWDFW
 3URYLGHUV JUDQWHG FOLQLFDO SULYLOHJHV DQGRU PHGLFDO VWDII PHPEHUVKLS DW WKH IDFLOLW\ 7KLV
LQFOXGHV EXW LV QRW OLPLWHG WR SK\VLFLDQV 0' '2  DGYDQFHG SUDFWLFH QXUVHV DQG
SK\VLFLDQ DVVLVWDQWV ZKR DUH DIILOLDWHG ZLWK WKH UHSRUWLQJ IDFLOLW\ WR WKH H[WHQW WKDW WKH\
DUH FUHGHQWLDOHG RU DIILOLDWHV RI WKH PHGLFDO VWDII RI WKH IDFLOLW\ EXW DUH QRW GLUHFWO\
HPSOR\HG E\ LW LH WKH\ GR QRW UHFHLYH D SD\FKHFN IURP WKH IDFLOLW\  DQG ZRUNLQJ RQVLWH
DW WKH FRYHUHG IDFLOLW\ UHJDUGOHVV RI FOLQLFDO UHVSRQVLELOLW\ RU GHJUHH RI SDWLHQW FRQWDFW
3RVWUHVLGHQF\ IHOORZV DUH DOVR LQFOXGHG LQ WKLV FDWHJRU\ LI WKH\ DUH QRW RQ WKH IDFLOLW\¶V
SD\UROO
 9ROXQWHHUV 7KLV LQFOXGHV YROXQWHHUV HOLJLEOH IRU YDFFLQDWLRQ ZKR DUH DIILOLDWHG ZLWK WKH
KHDOWKFDUH IDFLOLW\ EXW DUH QRW GLUHFWO\ HPSOR\HG E\ LW LH WKH\ GR QRW UHFHLYH D
SD\FKHFN IURP WKH IDFLOLW\  ZRUNLQJ RQVLWH DW WKH FRYHUHG IDFLOLW\ UHJDUGOHVV RI FOLQLFDO
UHVSRQVLELOLW\RUGHJUHHRISDWLHQWFRQWDFW
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 7KURXJK D UHTXLUHPHQW E\ WKH KRVSLWDO >DQG RWKHU VLWHV RI FDUH@ ZLWK FRQWUDFWHG HQWLWLHV
RWKHU FRQWUDFW SHUVRQQHO RQVLWH DW WKH FRYHUHG IDFLOLW\ &RQWUDFW SHUVRQQHO DUH GHILQHG DV
SHUVRQVSURYLGLQJFDUHWUHDWPHQWRUVHUYLFHVDWWKHIDFLOLW\WKURXJKDFRQWUDFW
)XOO\ YDFFLQDWHG GHILQHG )RU SXUSRVHV RI WKLV SROLF\ IXOO\ YDFFLQDWHG UHIHUV WR DQ LQGLYLGXDO LQ
ZKLFK  ZHHNV KDYH SDVVHG DIWHU WKHLU VHFRQG GRVH LQ D GRVH VHULHV VXFK DV WKH 3IL]HU RU
0RGHUQD YDFFLQHV LQ ZKLFK  ZHHNV KDYH SDVVHG DIWHU D VLQJOHGRVH YDFFLQH VXFK DV -RKQVRQ
-RKQVRQ¶V -DQVVHQ YDFFLQH RU DV VXEVHTXHQWO\ UHFRPPHQGHG E\ &'& DV YDFFLQDWLRQ
JXLGHOLQHVDUHUHYLVHG 
6XUYH\3URFHGXUHV
Ɣ 9HULI\ WKDW WKH IDFLOLW\ KDV D SROLF\ UHTXLULQJ DOO TXDOLI\LQJ KHDOWKFDUH SHUVRQQHO WR EH IXOO\
YDFFLQDWHGDJDLQVW&29,'
Ɣ 9HULI\ WKDW WKH IDFLOLW\¶V SROLF\ LV HQIRUFHDEOH DQG PD\ LQFOXGH DSSURSULDWH H[FHSWLRQV IRU
FDVHV ZKHUH TXDOLILHG SHUVRQQHO KDYH D PHGLFDO FRQWUDLQGLFDWLRQ RU FRQGLWLRQ VSHFLILHG
E\ )RRG DQG 'UXJ $GPLQLVWUDWLRQ )'$ ODEHOLQJ RU DXWKRUL]DWLRQ &'& RU $GYLVRU\
&RPPLWWHH RQ ,PPXQL]DWLRQ 3UDFWLFHV $&,3 UHFRPPHQGDWLRQV DQG ZKHUH TXDOLILHG
SHUVRQQHO KDYH D VLQFHUHO\ KHOG UHOLJLRXV EHOLHI WKDW ZLOO QRW SHUPLW WKHP WR UHFHLYH WKH
YDFFLQH
Ɣ 9HULI\ WKDW WKH IDFLOLW\ KDV D PHFKDQLVP IRU UHTXLULQJ DOO FRQWUDFWHG SHUVRQQHO EH IXOO\
YDFFLQDWHG DJDLQVW &29,' HLWKHU WKURXJK FRQWUDFWXDO UHTXLUHPHQWV RU D IDFLOLW\ SROLF\
ZLWK ZKLFK FRQWUDFWHG SHUVRQQHO DUH UHTXLUHG WR FRPSO\ )DFLOLWLHV VKDOO QRW EH UHTXLUHG WR
SURGXFH HYLGHQFH RI FRQWUDFWHG SHUVRQQHO YDFFLQDWLRQ VWDWXV LQ RUGHU WR GHPRQVWUDWH
FRPSOLDQFHZLWKWKLVUHTXLUHPHQW
7KLVUHTXLUHPHQWZRXOGDSSO\XQGHUWKHIROORZLQJ&R3VDQG&I&VPDLQWDLQHGE\&06
Ɣ $PEXODWRU\6XUJLFDO&HQWHUV $6&V
Ɣ &RPPXQLW\0HQWDO+HDOWK&HQWHUV &0+&V
Ɣ &RPSUHKHQVLYH2XWSDWLHQW5HKDELOLWDWLRQ)DFLOLWLHV &25)V
Ɣ &ULWLFDO$FFHVV+RVSLWDOV &$+V
Ɣ (QG6WDJH5HQDO'LVHDVH)DFLOLWLHV
Ɣ )HGHUDOO\4XDOLILHG+HDOWK&HQWHUV
Ɣ +RPH+HDOWK$JHQFLHV
Ɣ +RVSLFHV
Ɣ +RVSLWDOV
Ɣ +RVSLWDO6ZLQJ%HGV
Ɣ ,QWHUPHGLDWH&DUH)DFLOLWLHVIRU,QGLYLGXDOVZLWK,QWHOOHFWXDO'LVDELOLWLHV ,&),,'
Ɣ 3URJUDPVIRU$OO,QFOXVLYH&DUHIRUWKH(OGHUO\2UJDQL]DWLRQV 3$&(
Ɣ 3V\FKLDWULF+RVSLWDOV
Ɣ 5XUDO+HDOWK&OLQLFV
Ɣ /RQJ 7HUP &DUH )DFLOLWLHV LQFOXGLQJ VNLOOHG QXUVLQJ QXUVLQJ KRPHV DQG DVVLVWHG OLYLQJ
IDFLOLWLHV
Ɣ 7UDQVSODQW&HQWHUV
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)
ZZZDKFDQFDORUJ



6HSWHPEHU

7KH+RQRUDEOH&KLTXLWD%URRNV/D6XUH
$GPLQLVWUDWRU&HQWHUIRU0HGLFDUHDQG0HGLFDLG6HUYLFHV
6HFXULW\%RXOHYDUG
%DOWLPRUH0'


5H0DQGDWLQJ&29,'9DFFLQHLQ6NLOOHG1XUVLQJ)DFLOLWLHV


'HDU$GPLQLVWUDWRU%URRNV/D6XUH

7KDQN\RXIRU\RXUFRQVLGHUDWLRQRIRXUUHTXHVWWRH[SDQGWKH&29,'YDFFLQHVWDIIPDQGDWH
WRDOOKHDOWKFDUHVHWWLQJV:HJUHDWO\DSSUHFLDWH\RXUZLOOLQJQHVVWRFRQVLGHUWKHLPSOLFDWLRQVD
PDQGDWHWDUJHWHGRQO\WRVNLOOHGQXUVLQJIDFLOLWLHVZRXOGKDYHRQWKHFDUHIRURXUUHVLGHQWV:H
ORRNIRUZDUGWRZRUNLQJZLWK\RXUDQG\RXUWHDPDVZHFRQWLQXHWRWDFNOHWKHVHWZLQFULVHVRI
WKHSDQGHPLFDQGDEURDGEDVHGZRUNIRUFHVKRUWDJHLQKHDOWKFDUHWKDWKDVUHDFKHGFULWLFDO
OHYHOV

,I,RUPHPEHUVRIP\WHDPFDQEHRIDQ\DVVLVWDQFHWR\RXUHIIRUWVSOHDVHGRQRWKHVLWDWHWR
FRQWDFWXV


6LQFHUHO\

0DUN3DUNLQVRQ
3UHVLGHQW &(2




7KH$PHULFDQ+HDOWK&DUH$VVRFLDWLRQDQG1DWLRQDO&HQWHUIRU$VVLVWHG/LYLQJ $+&$1&$/ UHSUHVHQWPRUHWKDQQRQ
SURILWDQGSURSULHWDU\VNLOOHGQXUVLQJFHQWHUVDVVLVWHGOLYLQJFRPPXQLWLHVVXEDFXWHFHQWHUVDQGKRPHVIRULQGLYLGXDOVZLWK
LQWHOOHFWXDODQGGHYHORSPHQWDOGLVDELOLWLHV%\GHOLYHULQJVROXWLRQVIRUTXDOLW\FDUH$+&$1&$/DLPVWRLPSURYHWKHOLYHVRIWKH
PLOOLRQVRIIUDLOHOGHUO\DQGLQGLYLGXDOVZLWKGLVDELOLWLHVZKRUHFHLYHORQJWHUPRUSRVWDFXWHFDUHLQRXUPHPEHUIDFLOLWLHVHDFKGD\
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-XO\


),/('(/(&7521,&$//<

&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV
'HSDUWPHQWRI+HDOWKDQG+XPDQ6HUYLFHV
$WWHQWLRQ&06±±,)&
32%R[
%DOWLPRUH0'±

5H% ;  ; ;" &+*/)'6+'2*+*/)'/*63-6'17#;
#'))/2++59/6+1+287,3632-!+61'6+!')/0/8/+7'2*28+61+*/'8+'6+
')/0/8/+7,362*/:/*9'07$/8.28+00+)89'0/7'(/0/8/+77;+7/*+2870/+287'2*
8',,

7R:KRP,W0D\&RQFHUQ

7KH)LUVW&KXUFKRI&KULVW6FLHQWLVW &KXUFK DSSUHFLDWHVWKHRSSRUWXQLW\WRSURYLGHFRPPHQWV
RQWKH&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV¶ &06 LQWHULPILQDOUXOHWLWOHG³0HGLFDUHDQG
0HGLFDLG3URJUDPV&29,'±9DFFLQH5HTXLUHPHQWVIRU/RQJ7HUP&DUH /7& )DFLOLWLHVDQG
,QWHUPHGLDWH&DUH)DFLOLWLHVIRU,QGLYLGXDOV:LWK,QWHOOHFWXDO'LVDELOLWLHV ,&)V±,,' 5HVLGHQWV
&OLHQWVDQG6WDII´

7KH&KXUFKILOHVWKLVFRPPHQWLQVXSSRUWRILWVPHPEHUVZKRDUHSDWLHQWVRIRU&KULVWLDQ
6FLHQFHQXUVHVZRUNLQJLQ&KULVWLDQ6FLHQFHQXUVLQJIDFLOLWLHVFHUWLILHGWRSDUWLFLSDWHLQ
0HGLFDUHDVUHOLJLRXVQRQPHGLFDOKHDOWKFDUHLQVWLWXWLRQV 51+&,V $OWKRXJKWKHSURYLVLRQVRI
WKLVLQWHULPILQDOUXOHGRQRWDSSO\WR51+&,V&06KDVUHTXHVWHGFRPPHQWRQZKHWKHUWKH
SROLFLHVUHJDUGLQJ&29,'YDFFLQDWLRQUHIOHFWHGLQWKHUXOHVKRXOGEHH[WHQGHGWRRWKHU
0HGLFDUHSURYLGHUW\SHV

$VH[SODLQHGLQGHWDLOEHORZWKH&KXUFKVXJJHVWVWKDWWKHH[LVWLQJSXEOLFKHDOWKPHDVXUHVLQ
SODFHGXULQJWKHFXUUHQWSXEOLFKHDOWKHPHUJHQF\ 3+( DQGIDFLOLWLHV¶UHVSRQVLYHQHVVWRWKRVH
PHDVXUHVKDYHEHHQVXIILFLHQWWRSURWHFWSDWLHQWVIURP&29,'7KHUHIRUHWKHUHLVQRQHHG
WRH[WHQGWKHSROLFLHVUHIOHFWHGLQWKLVUXOHWR51+&,V+RZHYHUVKRXOG&06GHFLGHWR
XQGHUWDNHVLPLODUUXOHPDNLQJDSSOLFDEOHWR51+&,VLQWKHIXWXUHZHDUHJUDWHIXOIRUWKH
RSSRUWXQLW\WRRIIHUVXJJHVWLRQVIRUKRZWKHVHSROLFLHVPLJKWEHLPSOHPHQWHGDSSURSULDWHO\




7KH&KXUFKLVD F  RUJDQL]DWLRQZLWKEUDQFKHVLQWKH8QLWHG6WDWHVDQGDSSUR[LPDWHO\RWKHU
FRXQWULHV,WLVWKHZRUOGKHDGTXDUWHUVRIWKH&KULVWLDQ6FLHQFHUHOLJLRQ&KULVWLDQ6FLHQFHZDVIRXQGHG
GXULQJWKHODWWHUSDUWRIWKHWKFHQWXU\E\0DU\%DNHU(GG\,WLVEDVHGRQWKH%LEOHDQGWKHWHDFKLQJVRI
-HVXVDQGKDVDWLWVFRUHWKHEHOLHIWKDWSHRSOHFDQILQGKHDOLQJRISUREOHPVRIDOONLQGV LQFOXGLQJKHDOWK
SUREOHPV WKURXJKSUD\HUVFULSWXUDOVWXG\DQGJDLQLQJDEHWWHUXQGHUVWDQGLQJRIRQH¶VUHODWLRQVKLSWR
*RG



&KULVWLDQ6FLHQFH&RPPLWWHHRQ3XEOLFDWLRQ±86)HGHUDO2IILFH±QG6WUHHW1(
:DVKLQJWRQ'&±IHGHUDO#FKULVWLDQVFLHQFHFRP±  
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,%DFNJURXQG

.6/78/'2 )/+2)+967/2-')/0/8/+7

&KULVWLDQ6FLHQFHQXUVLQJIDFLOLWLHVSURYLGHFDUHWRLQGLYLGXDOVZKRKDYHHOHFWHGWRUHO\RQWKH
WHDFKLQJVRI&KULVWLDQ6FLHQFHUDWKHUWKDQPHGLFDOWUHDWPHQWIRUKHDOWKSUREOHPVDQGUHTXLUH
FDUHLQDQLQSDWLHQWVHWWLQJ$WWKHSUHVHQWWLPHWKHUHDUHVXFKIDFLOLWLHVDURXQGWKHFRXQWU\
WKDWDUH0HGLFDUHFHUWLILHGDV51+&,V$OORIWKHVHIDFLOLWLHVDUHVPDOO W\SLFDOO\OHVVWKDQ
EHGV DQGRSHUDWHGE\QRWIRUSURILWRUJDQL]DWLRQV6RPHKDYHEHHQSURYLGLQJVNLOOHG
QRQPHGLFDOFDUHWR&KULVWLDQ6FLHQWLVWVVLQFHWKHHDUO\SDUWRIWKHWZHQWLHWKFHQWXU\

!.++2+,/892*+6+*/)'6+

7KH51+&,EHQHILWLVDUHTXLUHGEHQHILWXQGHU0HGLFDUH3DUW$DYDLODEOHWRLQGLYLGXDOVIRUZKRP
³WKHDFFHSWDQFHRI>YROXQWDU\@PHGLFDOWUHDWPHQWZRXOGEHLQFRQVLVWHQWZLWKWKHLUVLQFHUH
UHOLJLRXVEHOLHIV´)RUFDUHWREHFRYHUHGDQLQGLYLGXDOPXVWVLJQDQRWDUL]HGIRUPHOHFWLQJWKH
51+&,EHQHILWDQGKDYHDKHDOWKFRQGLWLRQWKDWUHTXLUHVLQSDWLHQWFDUHLQDKRVSLWDORUDVNLOOHG
QXUVLQJIDFLOLW\7KH0HGLFDUH$FWUHFRJQL]HVWKHQHHGWRHQVXUHWKDWSD\PHQWVIRU51+&,
VHUYLFHVDUHPDGHFRUUHFWO\DQGRQO\IRUFRYHUHGVHUYLFHV,WDOVRUHVSHFWVEHQHILFLDU\FKRLFHRI
FDUHSURYLGLQJLQUHOHYDQWSDUWWKDW

$ L ,QDGPLQLVWHULQJWKLVVXEVHFWLRQDQGVHFWLRQLRIWKLVWLWOHWKH6HFUHWDU\VKDOO
QRWUHTXLUHDQ\SDWLHQWRIDUHOLJLRXVQRQPHGLFDOKHDOWKFDUHLQVWLWXWLRQWRXQGHUJR
PHGLFDOVFUHHQLQJH[DPLQDWLRQGLDJQRVLVSURJQRVLVRUWUHDWPHQWRUWRDFFHSWDQ\
RWKHUPHGLFDOKHDOWKFDUHVHUYLFHLIVXFKSDWLHQW RUOHJDOUHSUHVHQWDWLYHRIWKHSDWLHQW 
REMHFWVWKHUHWRRQUHOLJLRXVJURXQGV



% L ,QDGPLQLVWHULQJWKLVVXEVHFWLRQDQGVHFWLRQLRIWKLVWLWOHWKH6HFUHWDU\VKDOO
QRWVXEMHFWDUHOLJLRXVQRQPHGLFDOKHDOWKFDUHLQVWLWXWLRQRULWVSHUVRQQHOWRDQ\
PHGLFDOVXSHUYLVLRQUHJXODWLRQRUFRQWUROLQVRIDUDVVXFKVXSHUYLVLRQUHJXODWLRQ
RUFRQWUROZRXOGEHFRQWUDU\WRWKHUHOLJLRXVEHOLHIVREVHUYHGE\WKHLQVWLWXWLRQRU
VXFKSHUVRQQHO



7KHVHSURYLGHUVDUH F  RUJDQL]DWLRQVLQGHSHQGHQWRIWKH&KXUFK+RZHYHUWKH\PDLQWDLQD
FRRSHUDWLYHUHODWLRQVKLSZLWKWKH&KXUFKDQGSURYLGHGLQSXWFRQFHUQLQJWKHLVVXHVGLVFXVVHGLQWKLV
FRPPHQW

86&L E  $ LL 

86&L D  7KLVSURYLVLRQRIWKH0HGLFDUH$FWDOVRUHIHUVWRTXDOLILFDWLRQIRUKRPH
KHDOWKVHUYLFHV$OWKRXJKDWRQHSRLQWDSLORWSURMHFWDXWKRUL]HG0HGLFDUHSD\PHQWIRU51+&,VHUYLFHV
SURYLGHGLQWKHKRPHDXWKRUL]DWLRQIRUWKDWSLORWSURMHFWZDVQRWUHQHZHGDQGHQGHGRQ'HFHPEHU
   0HGLFDUH3UHVFULSWLRQ'UXJ,PSURYHPHQWDQG0RGHUQL]DWLRQ$FWRI
3/ 'HFHPEHU 

86&[ VV  $ LL DQG[ VV  % LL 

&KULVWLDQ6FLHQFH&RPPLWWHHRQ3XEOLFDWLRQ±86)HGHUDO2IILFH±QG6WUHHW1(
:DVKLQJWRQ'&±IHGHUDO#FKULVWLDQVFLHQFHFRP±  
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7KHVWDWXWRU\GHILQLWLRQRID51+&,DOVRSURKLELWVWKHVHIDFLOLWLHVIURPHPSOR\LQJRUKDYLQJ
UHODWLRQVKLSVZLWKPHGLFDOSHUVRQQHO$PRQJRWKHUWKLQJVWKHGHILQLWLRQSURYLGHVWKDWD51+&,
³RQWKHEDVLVRILWVUHOLJLRXVEHOLHIVGRHVQRWSURYLGHWKURXJKLWVSHUVRQQHORURWKHUZLVH
PHGLFDOLWHPVDQGVHUYLFHV LQFOXGLQJDQ\PHGLFDOVFUHHQLQJH[DPLQDWLRQGLDJQRVLV
SURJQRVLVWUHDWPHQWRUWKHDGPLQLVWUDWLRQRIGUXJV IRULWVSDWLHQWV´7KHFRQGLWLRQVRI
SDUWLFLSDWLRQIRU51+&,VDUHORFDWHGLQ&)56XESDUW*DQGJXLGDQFHUHJDUGLQJWKRVH
UHJXODWLRQVLVIRXQGLQ$SSHQGL[8RIWKH6WDWH2SHUDWLRQV0DQXDO

,,&RPPHQWVRQWKH,QWHULP)LQDO5XOH

+2+6'0311+287

$VDQLQLWLDOPDWWHUWKH&KXUFKFRPPHQGV&06IRULWVUHVSRQVLYHQHVVWRWKHRQJRLQJ&29,'
3+(DQGWKHGHJUHHWRZKLFKLWKDVFRQVLGHUHGWKHLQWHUHVWVRISDWLHQWV0HGLFDUHSURYLGHUV
DQGWKHFRPPXQLW\LQFUDIWLQJLWVSROLFLHVGXULQJWKLVWLPHRIQHHG7KLVVDPHUHVSRQVLYHQHVVLV
UHIOHFWHGLQWKHSURYLVLRQVRIWKHLQWHULPILQDOUXOH,QSDUWLFXODUZHDSSUHFLDWHWKHSURYLVLRQVRI
WKHUXOHWKDWVXSSRUWLQIRUPHGFRQVHQWE\SDWLHQWVDQGVWDIIDQGDOORZLQGLYLGXDOVWRPDNHWKHLU
RZQGHFLVLRQVDERXW&29,'YDFFLQDWLRQ

,QWKLVUHJDUGLWLVZRUWKVWUHVVLQJWKDWWKH&KXUFKGRHVQRWGLFWDWHWKHGHFLVLRQVRILWVPHPEHUV
LQDQ\UHVSHFWZKHWKHUDERXWKHDOWKFDUHYDFFLQDWLRQRUDQ\RWKHUPDWWHU,QGLYLGXDOVZKR
SUDFWLFH&KULVWLDQ6FLHQFHWKXVW\SLFDOO\WXUQWRSUD\HUDVWDXJKWLQ&KULVWLDQ6FLHQFHWRPHHW
WKHLUKHDOWKQHHGVEHFDXVHWKH\KDYHIRXQGLWWREHHIIHFWLYHLQWKHLUOLYHGH[SHULHQFH,WLVDOVR
UHOHYDQWWRNQRZWKDWWKHIRXQGHURI&KULVWLDQ6FLHQFHFRXQVHOHGIROORZLQJWKH*ROGHQ5XOHLQ
RXUDFWLRQVZLWKRQHDQRWKHUDQGRXUFRPPXQLWLHVDVZHOODVFRQVFLHQWLRXVFRPSOLDQFHZLWK
ODZLQFOXGLQJGLUHFWLYHVIRUWKHKDQGOLQJRIFRQWDJLRXVGLVHDVH

7KURXJKRXWWKH3+(&KULVWLDQ6FLHQFHQXUVLQJIDFLOLWLHVKDYHEHHQDFWLYHO\PRQLWRULQJDQG
FRPSO\LQJZLWKIHGHUDO6WDWHDQGORFDOSXEOLFKHDOWKPHDVXUHVLQFOXGLQJWKRVHUHJDUGLQJ
LVRODWLRQDQGTXDUDQWLQH&29,'WHVWLQJDQGWKHDSSURSULDWHXVHRISHUVRQDOSURWHFWLYH
HTXLSPHQW,WLVRXUXQGHUVWDQGLQJWKDWWKLVKDVUHVXOWHGLQDQRWDEO\ORZQXPEHURISRVLWLYH
&29,'WHVWUHVXOWVLQWKHVHIDFLOLWLHVWKURXJKRXWWKH3+(DQGQRVLJQLILFDQWRXWEUHDNV

,QFRQVXOWLQJZLWK&KULVWLDQ6FLHQFHQXUVLQJIDFLOLWLHVWRSUHSDUHWKLVFRPPHQWZHOHDUQHGWKDW
WKHRYHUZKHOPLQJPDMRULW\RIWKHVHIDFLOLWLHVDOUHDG\LQIRUPWKHLUVWDIIDQGSDWLHQWVRIWKH
DYDLODELOLW\RIWKH&29,'YDFFLQHOHDYLQJWKHGHFLVLRQRIZKHWKHUWRYDFFLQDWHWRHDFK
LQGLYLGXDO,WLVRXUXQGHUVWDQGLQJWKDWVRPHVWDIIDQGSDWLHQWVKDYHFKRVHQWRDFFHSWWKH
YDFFLQHZKLOHRWKHUVKDYHGHFOLQHGDQGWKDWWKHIDFLOLWLHVDUHWDNLQJWKLVLQIRUPDWLRQLQWRDFFRXQW
LQGHWHUPLQLQJKRZEHVWWRUHVSRQGWRWKHHYROYLQJSXEOLFKHDOWKJXLGHOLQHVLQWKHLUFRPPXQLWLHV






86&[ VV  

86&[ VV  )  HPSKDVLVDGGHG 

&KULVWLDQ6FLHQFH&RPPLWWHHRQ3XEOLFDWLRQ±86)HGHUDO2IILFH±QG6WUHHW1(
:DVKLQJWRQ'&±IHGHUDO#FKULVWLDQVFLHQFHFRP±  
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)RUWKLVUHDVRQWKH&KXUFKUHVSHFWIXOO\UHTXHVWVWKDWWKHSROLFLHVUHIOHFWHGLQWKHLQWHULPILQDO
UXOHQRWEHH[WHQGHGWR51+&,V7KHSXEOLFKHDOWKPHDVXUHVDOUHDG\LQSODFHKDYHSURYHQWR
EHHIIHFWLYHDWSURWHFWLQJVWDIIDQGSDWLHQWVZKLOHVXSSRUWLQJLQGLYLGXDOGHFLVLRQPDNLQJDERXW
YDFFLQDWLRQZKLFKLVFRQVLVWHQWZLWKWKHRYHUDUFKLQJJRDOVRIWKHUXOH$GGLWLRQDOO\JLYHQZKDWLV
DOUHDG\EHLQJGRQHE\WKHVHIDFLOLWLHVH[WHQGLQJWKHLQWHULPILQDOUXOHSROLFLHVWRWKHPZRXOG
SODFHDQXQQHFHVVDU\EXUGHQRQWKHVHVPDOOSURYLGHUVZLWKRXW\LHOGLQJVLJQLILFDQWO\GLIIHUHQW
UHVXOWV

6KRXOG&06GHFLGHWRH[WHQGWKHUXOH VSROLFLHVWR51+&,VLQWKHIXWXUHKRZHYHUWKH&KXUFK
ZRXOGOLNHWRRIIHUVXJJHVWLRQVDQGREVHUYDWLRQVDERXWKRZWKH\PLJKWEHDSSOLHGLQDPDQQHU
WKDWLVFRQVLVWHQWZLWKWKH0HGLFDUH$FWDQGWKHVLQFHUHO\KHOGUHOLJLRXVEHOLHIVRISDWLHQWVDQG
VWDII

$VDWKUHVKROGPDWWHUZHRIIHUQRFRPPHQWVUHJDUGLQJWKHUHTXLUHPHQWWKDWIDFLOLWLHVRIIHU
SDWLHQWVDQGVWDIIWKHRSSRUWXQLW\WRDFFHSWRUGHFOLQHWKH&29,'YDFFLQH7KLVLVDOUHDG\
EHLQJGRQHE\&KULVWLDQ6FLHQFHQXUVLQJIDFLOLWLHVDFURVVWKHFRXQWU\,QVWHDGRXUFRPPHQWV
SULPDULO\UHODWHWRWKHHGXFDWLRQDOUHTXLUHPHQWIRUVWDIIDQGUHVLGHQWVVSHFLILFDOO\UHJDUGLQJWKH
ULVNVDQGEHQHILWVRIWKH&29,'YDFFLQH





*9)'8/32,36'8/+287'2* 8',,+-'6*/2-##'))/2'8/32





7KH&KXUFKVXSSRUWVWKHULJKWRIHDFKLQGLYLGXDOWRPDNHDQLQIRUPHGGHFLVLRQDERXWZKHWKHUWR
UHFHLYHWKH&29,'YDFFLQH+RZHYHUWKHDELOLW\RI51+&,VWDIIWRSURYLGHVSHFLILF
LQIRUPDWLRQDERXWWKHULVNVDQGEHQHILWVRIYDFFLQDWLRQLVOLPLWHGE\WKHIDFWWKDWXQGHUWKH
0HGLFDUH$FW51+&,VDUHQRWSHUPLWWHGWRHPSOR\RUKDYHUHODWLRQVKLSVZLWKPHGLFDOSHUVRQQHO
RUWRSHUIRUPDQ\W\SHRIPHGLFDOLQWHUYHQWLRQRUWUHDWPHQW51+&,VWDIIDUHQRWTXDOLILHGWR
GLVFXVVWKHSDUWLFXODUVRIDQLQGLYLGXDO VPHGLFDOVLWXDWLRQDVLWUHODWHVWRYDFFLQDWLRQQRUDUH
WKH\TXDOLILHGWRLGHQWLI\VLWXDWLRQVZKHUHYDFFLQDWLRQLVFRQWUDLQGLFDWHGRUWRUHVSRQGWRDGYHUVH
VLGHHIIHFWV

&UHGLEOHSXEOLFLQIRUPDWLRQUHJDUGLQJWKHULVNVDQGEHQHILWVRI&29,'YDFFLQDWLRQLVZLGHO\
DYDLODEOHKRZHYHUDQGUHFLSLHQWVUHFHLYHYDFFLQHVSHFLILFLQIRUPDWLRQDWWKHWLPHRI
DGPLQLVWUDWLRQ6KRXOG&06GHFLGHWRH[WHQGWKHSURYLVLRQVRIWKHLQWHULPILQDOUXOHWR51+&,V
WKLVW\SHRILQIRUPDWLRQVKRXOGEHFRQVLGHUHGWRVDWLVI\WKHHGXFDWLRQDOUHTXLUHPHQWLQWKH
51+&,FRQWH[W6WDIIUHFHLYLQJWKHYDFFLQHZLOOEHDEOHWRUHFHLYHPRUHVSHFLILFPHGLFDOO\
DSSURSULDWHLQIRUPDWLRQDERXWYDFFLQDWLRQIURPPHGLFDOSURIHVVLRQDOVTXDOLILHGWRDGPLQLVWHULW
51+&,SDWLHQWVZLOOOLNHO\EHXQDEOHWRDFFHVVWKHYDFFLQHLQGHSHQGHQWO\$FFRUGLQJO\ZH





&06LVQRWUHTXLULQJORQJWHUPFDUHIDFLOLWLHVWRSURYLGHWKHYDFFLQHGLUHFWO\)HG5HJ
0D\ )RUREYLRXVUHDVRQVWKLVVDPHSROLF\VKRXOGDSSO\WR51+&,V

&'&&29,'9DFFLQH(PHUJHQF\8VH$XWKRUL]DWLRQ (8$ )DFW6KHHWVIRU5HFLSLHQWV
DQG&DUHJLYHUV ODVWUHYLHZHG-DQXDU\ 

)HG5HJDW 1RWLQJFKDOOHQJHVRIPRVWORQJWHUPFDUHIDFLOLW\UHVLGHQWVLQDFFHVVLQJ
YDFFLQDWLRQ 

&KULVWLDQ6FLHQFH&RPPLWWHHRQ3XEOLFDWLRQ±86)HGHUDO2IILFH±QG6WUHHW1(
:DVKLQJWRQ'&±IHGHUDO#FKULVWLDQVFLHQFHFRP±  
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VXJJHVWWKDWIDFLOLWLHVEHUHTXLUHGWRDVVLVWSDWLHQWVZKRGHVLUHYDFFLQDWLRQWRREWDLQWKHYDFFLQH
LQDPDQQHUWKDWLVVDIHDQGPHHWVWKHLULQGLYLGXDOQHHGV

7KH&KXUFKDJUHHVWKDWLQRIIHULQJWKHRSSRUWXQLW\WREHYDFFLQDWHGIDFLOLWLHVVKRXOGLQIRUP
SDWLHQWVWKDWWKH\PD\UHFHLYHWKHYDFFLQHDWQRFRVWGXULQJWKH3+(+RZHYHUWKHUHDUH
SRWHQWLDOILQDQFLDOFRQVHTXHQFHVWRDFFHSWDQFHRIWKHYDFFLQHWKDWDUHXQLTXHWR51+&,
SDWLHQWVXQGHUWKHSURYLVLRQVRIWKH0HGLFDUH$FW7KHVHVKRXOGEHDGGUHVVHGLQGHYHORSLQJ
DQ\SRWHQWLDOUXOH

8QGHUWKH0HGLFDUH$FWLQGLYLGXDOVPXVWVLJQDQHOHFWLRQIRUPWRUHFHLYHWKH51+&,EHQHILW
7KHYROXQWDU\UHFHLSWRIPHGLFDOFDUHSDLGIRUE\0HGLFDUHFDXVHVDUHYRFDWLRQRIWKHHOHFWLRQ
XQOHVVVXFKFDUHLV³H[FHSWHGPHGLFDOFDUH´%HQHILFLDULHVZKRKDYHUHYRNHGWKHLUHOHFWLRQ
PRUHWKDQRQFHDUHUHTXLUHGWRZDLWVSHFLILHGSHULRGVRIWLPHEHIRUHWKH\DUHDJDLQSHUPLWWHGWR
DFFHVVWKH51+&,EHQHILW&)5GHILQHV³PHGLFDOFDUH´DV³KHDOWKFDUH
IXUQLVKHGE\RUXQGHUWKHGLUHFWLRQRIDOLFHQVHGSK\VLFLDQWKDWFDQLQYROYHGLDJQRVLQJWUHDWLQJ
RUSUHYHQWLQJGLVHDVH,WPD\LQYROYHWKHXVHRISKDUPDFHXWLFDOVDQGWHFKQLFDO
SURFHGXUHV´7KHVDPHUHJXODWLRQGHILQHV³H[FHSWHGPHGLFDOFDUH´DV³PHGLFDOFDUHWKDWLV
UHFHLYHGLQYROXQWDULO\RUUHTXLUHGXQGHU)HGHUDO6WDWHRUORFDOODZV´ HPSKDVLVDGGHG 

9DFFLQDWLRQVDUHW\SLFDOO\FRYHUHGXQGHU0HGLFDUH3DUW%&29,'YDFFLQDWLRQLVQRW
FXUUHQWO\UHTXLUHGE\ODZDOWKRXJK&06DQG6WDWHDQGORFDOSXEOLFKHDOWKRIILFLDOVDOLNHLV
DFWLYHO\HQFRXUDJLQJLW:KLOHWKLVGHYHORSPHQWLVSHUIHFWO\XQGHUVWDQGDEOHLQWKHFRQWH[WRIWKH
3+(LWFUHDWHVDUHYRFDWLRQUHODWHGGLOHPPDIRU51+&,SDWLHQWV7KHVHSDWLHQWVDUHDWULVNRI
LQFXUULQJDSHQDOW\ LQWKHIRUPRID\HDUORQJZDLWLQJSHULRGIRUEHQHILWDFFHVV LIWKH\UHFHLYHD
YDFFLQDWLRQWKDWLVSDLGIRUE\0HGLFDUH7KHSHQDOW\SHULRGPD\H[WHQGHYHQORQJHULIWKH\KDYH
DOUHDG\UHYRNHGWKHEHQHILWRQFHDQGWKHQUHFHLYHDWZRGRVHYDFFLQH7KLVUXQVFRQWUDU\WRWKH
H[LVWLQJSXEOLFKHDOWKJRDORIHQFRXUDJLQJDVPDQ\SHRSOHDVSRVVLEOHWRDFFHSW&29,'
YDFFLQDWLRQ

$FFRUGLQJO\ZHUHTXHVWWKDW&06FRQVLGHUZDLYLQJWKHUHYRFDWLRQUXOHVIRU51+&,SDWLHQWVZKR
UHFHLYHWKH&29,'YDFFLQH$OWHUQDWLYHO\&06VKRXOGUHTXLUH51+&,VWRHGXFDWH0HGLFDUH
SDWLHQWVDERXWWKHSRVVLELOLW\RIFDXVLQJDUHYRFDWLRQRIHOHFWLRQDQGWKHFRQVHTXHQFHVRI
UHYRFDWLRQLIWKH\DFFHSWWKH&29,'YDFFLQHDQGLWLVSDLGIRUE\0HGLFDUH

+4368/2-3,##'))/2'8/32'8'

7KH&KXUFKUHTXHVWVWKDWWKHUHSRUWLQJUHTXLUHPHQWVLQWKHLQWHULPILQDOUXOHQRWEHDSSOLHGWR
51+&,V1RWDEO\&06KDVGHFOLQHGWRH[WHQGWKHUHSRUWLQJUHTXLUHPHQWWRLQWHUPHGLDWHFDUH




86&L E  
86&L E  

 86&L E  $ LL 

:HKDYHKHDUGDQHFGRWDOO\WKDWLQGLYLGXDOVDUHUHTXHVWHGWRSURYLGHWKHLU0HGLFDUHLQIRUPDWLRQDWWKH
WLPHRIYDFFLQHDGPLQLVWUDWLRQDQGDVVXPHWKDWWKLVLQIRUPDWLRQZRXOGEHXVHGWRELOO0HGLFDUH




&KULVWLDQ6FLHQFH&RPPLWWHHRQ3XEOLFDWLRQ±86)HGHUDO2IILFH±QG6WUHHW1(
:DVKLQJWRQ'&±IHGHUDO#FKULVWLDQVFLHQFHFRP±  
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IDFLOLWLHVIRULQGLYLGXDOVZLWKLQWHOOHFWXDOGLVDELOLWLHV ,&),,' ODUJHO\EHFDXVHWKRVHIDFLOLWLHV
KDYHQRWKLVWRULFDOO\SDUWLFLSDWHGLQQDWLRQDOUHSRUWLQJSURJUDPVDQGDUHW\SLFDOO\VPDOOSURYLGHUV
ZLWKIHZHUUHVRXUFHVWRGHGLFDWHWRUHSRUWLQJ:HVXJJHVWWKDWVLPLODUUHDVRQLQJDSSOLHVWR
51+&,V
7KH&KULVWLDQ6FLHQFHQXUVLQJIDFLOLWLHVWKDWDUHFHUWLILHGDV51+&,VQDWLRQZLGHDUHVPDOOLQ
VL]HDQGRSHUDWHGE\QRWIRUSURILWRUJDQL]DWLRQV6WDIILQWKHVHIDFLOLWLHVRIWHQILOOPXOWLSOHUROHV
/LNH,&),,'V51+&,VKDYHQRWKLVWRULFDOO\EHHQSDUWRIQDWLRQDOUHSRUWLQJ LQLWLDWLYHV
$FFRUGLQJO\WKHUHSRUWLQJUHTXLUHPHQWVZRXOGLPSRVHDFRQVLGHUDEOHDGPLQLVWUDWLYHEXUGHQRQ
WKHVHSURYLGHUVLQFOXGLQJSRWHQWLDOHTXLSPHQWDFTXLVLWLRQDQGWUDLQLQJFRVWVUHODWHGWR
HQUROOPHQWLQWKH1+61,QDGGLWLRQ51+&,VDUHQRWORQJWHUPUHVLGHQWLDOFDUHIDFLOLWLHVEXWDUH
LQVWHDGLQWHQGHGIRUVKRUWWHUPVWD\VIRUWKRVHZLWKVHULRXVKHDOWKFRQGLWLRQV3DWLHQWWXUQRYHU
FRXOGPDNHYDFFLQDWLRQUDWHVDPRQJSDWLHQWVPRUHGLIILFXOWWRPRQLWRU)LQDOO\DQGEDVHGXSRQ
IHHGEDFNWKDWWKH&KXUFKUHFHLYHGIURP&KULVWLDQ6FLHQFHQXUVLQJIDFLOLWLHVWKDWSDUWLFLSDWHDV
51+&,VZHH[SHFWWKDWVRPHVWDIIDQGSDWLHQWVZRXOGKDYHVLJQLILFDQWSULYDF\DQGVHFXULW\
FRQFHUQVDERXWWKHVKDULQJRILQGLYLGXDOO\LGHQWLILDEOHLQIRUPDWLRQLQFRQQHFWLRQZLWKWKHLU
YDFFLQDWLRQVWDWXV
,,,&RQFOXVLRQ
7KDQN\RXIRU\RXUFRQVLGHUDWLRQRIWKHFRPPHQWVVHWIRUWKDERYH7KHLQWHULPILQDOUXOHVHUYHV
WKHODXGDEOHJRDORISUHYHQWLQJDGGLWLRQDO&29,'RXWEUHDNVLQ/7&IDFLOLWLHVZKLOHUHVSHFWLQJ
WKHDXWRQRP\RIUHVLGHQWVDQGVWDII7KH&KXUFKIHHOVLWLVXQQHFHVVDU\WRH[WHQGWKHUXOHWR
51+&,VIRUWKHUHDVRQVVWDWHGDERYHDQGZHKRSHWKDW&06ILQGVWKHLQIRUPDWLRQLQWKLV
FRPPHQWKHOSIXOLQFRQVLGHULQJKRZWKHVHLVVXHVFRXOGUHDVRQDEO\EHDGGUHVVHGLQWKHFRQWH[W
RISDWLHQWVDQGVWDIIWKDWKROGVLQFHUHUHOLJLRXVEHOLHIVWKDWDUHLQFRQVLVWHQWZLWKWKHUHFHLSWRI
PHGLFDWLRQVDQGPHGLFDOWUHDWPHQW
7KH&KXUFKORRNVIRUZDUGWRFRQWLQXLQJWRZRUNZLWK&06DVLWFRQVLGHUVWKHVHLPSRUWDQWLVVXHV
PRYLQJIRUZDUG3OHDVHGRQRWKHVLWDWHWROHWXVNQRZLIZHFDQSURYLGHDQ\DGGLWLRQDO
LQIRUPDWLRQRULI\RXZRXOGOLNHWRPHHWZLWKXVWROHDUQPRUHDERXWWKHFRPPHQWVDERYH

FHUHO\
6LQFHUHO\




7HVVD(%)URVW
'LUHFWRURI)HGHUDO*RYHUQPHQW$IIDLUV
&RPPLWWHHRQ3XEOLFDWLRQ86)HGHUDO2IILFH
7KH)LUVW&KXUFKRI&KULVW6FLHQWLVWLQ%RVWRQ0$

**6+77QG6W1(
1'/0IURVWW#FVSVFRP
.32+  
:'&

&KULVWLDQ6FLHQFH&RPPLWWHHRQ3XEOLFDWLRQ±86)HGHUDO2IILFH±QG 6WUHHW1(
:DVKLQJWRQ'&±IHGHUDO#FKULVWLDQVFLHQFHFRP±  
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&KDUOHV1.DKQ,,,
3UHVLGHQWDQG&(2

2FWREHU

7KH+RQRUDEOH&KLTXLWD%URRNV/D6XUH
$GPLQLVWUDWRU
&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV
'HSDUWPHQWRI+HDOWKDQG+XPDQ6HUYLFHV
+XEHUW++XPSKUH\%XLOGLQJ
,QGHSHQGHQFH$YHQXH6:
:DVKLQJWRQ'&
7KH+RQRUDEOH-DPHV)UHGHULFN
$FWLQJ$VVLVWDQW6HFUHWDU\RI/DERU
2FFXSDWLRQDO6DIHW\DQG+HDOWK$GPLQLVWUDWLRQ
&RQVWLWXWLRQ$YH1:
:DVKLQJWRQ'&
5H)HGHUDO&29,'9DFFLQH0DQGDWH
'HDU$GPLQLVWUDWRU%URRNV/D6XUHDQG$FWLQJ$VVLVWDQW6HFUHWDU\)UHGHULFN
7KH)HGHUDWLRQRI$PHULFDQ+RVSLWDOV )$+ LVWKHQDWLRQDOUHSUHVHQWDWLYHRIPRUHWKDQ
OHDGLQJWD[SD\LQJKRVSLWDOVDQGKHDOWKV\VWHPVWKURXJKRXWWKH8QLWHG6WDWHV)$+
PHPEHUVSURYLGHSDWLHQWVDQGFRPPXQLWLHVZLWKDFFHVVWRKLJKTXDOLW\DIIRUGDEOHFDUHLQERWK
XUEDQDQGUXUDODUHDVDFURVVVWDWHVSOXV:DVKLQJWRQ'&DQG3XHUWR5LFR2XUPHPEHUV
LQFOXGHWHDFKLQJDFXWHLQSDWLHQWUHKDELOLWDWLRQEHKDYLRUDOKHDOWKDQGORQJWHUPFDUHKRVSLWDOV
DQGSURYLGHDZLGHUDQJHRILQSDWLHQWDPEXODWRU\SRVWDFXWHHPHUJHQF\FKLOGUHQ¶VDQGFDQFHU
VHUYLFHV
:HXQGHUVWDQGWKDWWKH&HQWHUVIRU0HGLFDUH 0HGLFDLG6HUYLFHV &06 DQGWKH
2FFXSDWLRQDO6DIHW\ +HDOWK$GPLQLVWUDWLRQ 26+$ DUHGHYHORSLQJSROLF\UHJDUGLQJ
LPSOHPHQWDWLRQRIWKHUHFHQWIHGHUDOO\PDQGDWHG&29,'YDFFLQHUHTXLUHPHQW$VVXFKZH
ZDQWHGWRSURYLGH\RXZLWKNH\UHFRPPHQGDWLRQVDQGFRQVLGHUDWLRQVDVGLVFXVVHGEHORZEDVHG
RQRXUKRVSLWDODQGKHDOWKV\VWHPPHPEHUH[SHULHQFHLQVHUYLQJSDWLHQWVDQGWKHLUFRPPXQLWLHV
GXULQJWKH&29,'SXEOLFKHDOWKHPHUJHQF\ 3+( 
WK6WUHHW1:6XLWH:DVKLQJWRQ'&xx)$;xZZZIDKRUJ
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+RVSLWDOV¶DQGKHDOWKV\VWHPV¶SULPDU\UHVSRQVLELOLW\LVWRWUHDWSDWLHQWVZKLOHDWWKHVDPH
WLPHHQVXULQJWKHVDIHW\RIWKHLUHPSOR\HHV7KLVUHTXLUHVHQVXULQJWKHUHDUHVXIILFLHQWKHDOWK
FDUHZRUNHUV +&:V DYDLODEOHWRVHUYHSDWLHQWVDQGWKHFRPPXQLW\DVZHOODVVXIILFLHQWQRQ
+&:HPSOR\HHVWRVXSSRUWKRVSLWDODQGKHDOWKV\VWHPRSHUDWLRQV7RDFKLHYHWKLVJRDOWKHUH
DUHDQXPEHURIIDFWRUVWKDWZHXUJH\RXWRFRQVLGHUWRHQVXUHWKDWKRVSLWDOVKDYHWKHUHVRXUFHV
LQFOXGLQJDYDLODELOLW\RIVXIILFLHQWVWDIILQJWRFRQWLQXHWRWUHDWWKHLUSDWLHQWVZKLOHDOVRHQVXULQJ
WKDWWKHUHJXODWLRQVGRQRWSUHVHQWREVWDFOHVIRUKRVSLWDOVLQVHUYLQJWKHLUSDWLHQWV

$VDQRYHUDOOPDWWHUWKH)$+XUJHV&06DQG26+$WRPLQLPL]HRSHUDWLRQDOEXUGHQV
DQGSURPRWHHIILFLHQF\E\H[HPSWLQJWKRVHKRVSLWDOVWKDWDUHDOUHDG\VXEMHFWWRVWDWHRUORFDOO\
RUGHUHG&29,'YDFFLQHPDQGDWHVIURPWKHFRUUHVSRQGLQJIHGHUDOUHTXLUHPHQW2XU
PHPEHUV¶KRVSLWDOVDQGKHDOWKV\VWHPVRSHUDWHQDWLRQDOO\DQGPDQ\DUHDOUHDG\VXEMHFWWRVWDWH
DQGORFDOYDFFLQDWLRQUHTXLUHPHQWVIRU+&:V6XFKDQH[HPSWLRQZRXOGDYRLGDQXQQHFHVVDU\
SDWFKZRUNRIFRPSHWLQJYDFFLQDWLRQUHTXLUHPHQWVGHILQLWLRQVDQGFRPSOLDQFHEXUGHQVWKDWULVN
KLQGHULQJRSHUDWLRQVDQGSDWLHQWFDUH,QDGGLWLRQWKH)$+RIIHUVWKHIROORZLQJFULWLFDO
UHFRPPHQGDWLRQVIRUIDFLOLWDWLQJKRVSLWDOV¶DQGKHDOWKV\VWHPV¶FRPSOLDQFHHIIRUWVZLWKWKH
PDQGDWH
IMPLEMENTING THE FEDERAL VACCINE MANDATE:
KEY RECOMMENDATIONS

Time/Flexibility

,PSOHPHQWLQJWKHPDQGDWHVXFFHVVIXOO\ZLOOUHTXLUHSURYLGLQJKRVSLWDOVZLWKDUHDVRQDEOH
WLPHIUDPHZLWKLQZKLFKWRRSHUDWLRQDOL]HWKHLPSOHPHQWLQJUHJXODWLRQVFRQVLVWHQWZLWKKRVSLWDO
ZRUNIORZDQGwe urge CMS and OSHA to allow hospitals at least 90 days to achieve
compliance once the vaccine mandate requirement becomes effective.

Impact of Vaccine Mandate on Testing Capacity

$VRXUPHPEHUVUDPSXSHIIRUWVWRYDFFLQDWHDQGSHULRGLFDOO\WHVWWKHLUXQYDFFLQDWHG
+&:VDQGRWKHUHPSOR\HHVWKLVZLOOVLJQLILFDQWO\LQFUHDVHWKHQXPEHURI&29,'WHVWNLWV
WKDWZLOOQHHGWREHDYDLODEOHHVSHFLDOO\DVRWKHUFRYHUHGHPSOR\HUVEHJLQUHJXODUWHVWLQJRIQRQ
YDFFLQDWHGHPSOR\HHV,QDGGLWLRQWRDVKRUWDJHRIWHVWNLWVWKLVLQIOX[RIQHZWHVWLQJOLNHO\ZLOO
UHVXOWLQGHOD\VLQSURFHVVLQJDQGUHFHLYLQJWHVWUHVXOWVDQGWKHVHG\QDPLFVZLOOEHLQWHQVLILHGLQ
JHRJUDSKLFDUHDVDFURVVWKHFRXQWU\WKDWFXUUHQWO\KDYHOLPLWHGDFFHVVWRWHVWLQJIDFLOLWLHVDQGRU
H[SHULHQFHORQJHUZDLWVIRUWHVWLQJUHVXOWV


2XUPHPEHUVUHSRUWWKDWKRVSLWDOV¶DELOLW\WRWHVWDFWXDOV\PSWRPDWLFSDWLHQWVLVDOUHDG\
EHLQJLPSDFWHGE\WHVWLQJVKRUWDJHV)RUH[DPSOHVRPHVWDWHVUHTXLUHLQFUHDVHGWHVWLQJLQDUHDV
RIKLJKWUDQVPLVVLRQRI&29,'HJUHTXLUHWHVWLQJWZLFHDZHHNZLWKDUDSLGWHVWSULRUWR
WKHEHJLQQLQJRIHDFKVKLIWIRU+&:V7KHVHUHTXLUHPHQWVZKLOHLPSRUWDQWWRFRQWDLQWKH
VSUHDGRI&29,'KDYHDPDWHULDOLPSDFWRQDQGOLPLWWKHWHVWLQJVXSSO\FKDLQ,IWKLVWUHQG
FRQWLQXHVV\PSWRPDWLFSDWLHQWVZLOOEHFRQVLGHUHG3DWLHQW8QGHU,QYHVWLJDWLRQ 38, SRVLWLYH
XQWLOWHVWVDQGUHVXOWVDUHDYDLODEOH7KLVZLOOLQFUHDVHXVHRISHUVRQDOSURWHFWLYHHTXLSPHQW
33( DQGKRVSLWDOVWDIILQJUDWLRV±WZRRWKHUDUHDVZKHUHVKRUWDJHVFXUUHQWO\H[LVW
2
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CMS and OSHA implementing regulations should be developed in a manner that
averts a national shortage of COVID-19 test kits and prolonged wait times for test results.
For example, the regulations should:

x Allow flexibility in the frequency of testing of non-vaccinated employees;
x Allow staggered testing of non-vaccinated employees;
x Provide an exemption or a pause from testing for asymptomatic HCWs (who
have an approved religious or medical exemption) when certain criteria are
met (e.g., HCWs wear safe and appropriate PPE, including a fitted
respirator), particularly when testing shortages arise; and
x Direct federal resources toward increased test kit and lab processing
availability, including establishing and funding state testing facilities.
)XUWKHUWKH)$+XUJHVWKDWGLDJQRVWLFWHVWLQJEHSULRULWL]HGRYHUVXUYHLOODQFHWHVWLQJLQ
RUGHUWRPLQLPL]HWKHULVNWKDWSDWLHQWVZKRDFWXDOO\DUHV\PSWRPDWLFIRU&29,'H[SHULHQFH
WHVWLQJDQGUHVXOWGHOD\VGXHWRWHVWLQJRIDV\PSWRPDWLFQRQYDFFLQDWHGHPSOR\HHVZKRPXVW
WHVWZHHNO\DVSDUWRIWKHIHGHUDOVWUDWHJ\5HJXODWLRQVVKRXOGHQVXUHWKDWV\PSWRPDWLFSDWLHQWV
DUHSULRULWL]HGVRWKDWWKHVHLQGLYLGXDOVFDQUDSLGO\NQRZWKHLUWHVWUHVXOWVDQGWDNHDSSURSULDWH
DFWLRQVRDVQRWWRVSUHDGWKHGLVHDVHIXUWKHU

Sufficiency/Availability of Health Care Workers

The success of the vaccine mandate will be amplified if the regulations allow
compliance time and flexibility to address HCW shortages, including nursing and other
staff shortages.7KHUHJXODWLRQVVKRXOGDQWLFLSDWHWKDWDQXPEHURIFDUHJLYHUVPD\FKRRVHWR
OHDYHWKHLUHPSOR\PHQWUDWKHUWKDQUHFHLYHDYDFFLQH7KLVZLOOH[DFHUEDWHWKHH[LVWLQJ+&:
VKRUWDJHVWKDWKRVSLWDOVFXUUHQWO\IDFH)RUH[DPSOHRXUPHPEHUVDUHH[SHULHQFLQJVKRUWDJHVRI
PHGLFDOWHFKQLFLDQVDQGODERUDWRU\DVVLVWDQWVDQGLQVRPHLQVWDQFHVKRVSLWDOVGRQRWKDYH
HQRXJKVWDIIWREHDEOHWRRSHUDWHDWIXOOFDSDFLW\,QDGGLWLRQWKH\DOVRDUHH[SHULHQFLQJQXUVLQJ
VKRUWDJHVZKLFKFHUWDLQO\ZLOOLQFUHDVHWKHDOUHDG\VXEVWDQWLDOFRVWRIWUDYHOQXUVHV 

)XUWKHUWKHUHJXODWLRQVVKRXOGUHFRJQL]HDQGSURYLGHKRVSLWDOVZLWKWKHIOH[LELOLW\WR
DGGUHVVWKHIDFWWKDWVRPH+&:VZLOOH[SHULHQFHVKRUWWHUPVLGHHIIHFWVRIWKHYDFFLQHDQGPD\
PLVVDGD\RUWZRRIZRUNZKLOHZDLWLQJIRUWKHVHHIIHFWVWRVXEVLGHStaggering
implementation of the vaccine mandate could help avoid significant loss of staff at the same
time.
Minimum and Flexible Reporting Requirements
:KLOHKRVSLWDOVXQGHUVWDQGWKHQHHGWRHQVXUHUHSRUWLQJFRPSOLDQFHZLWKWKHYDFFLQH
PDQGDWHUHJXODWRU\UHTXLUHPHQWVPDQ\KRVSLWDOVFRQWLQXHWREHDWRUEH\RQGPD[LPXPFDSDFLW\
GXHWRWKHFXUUHQWVXUJHRI&29,'SDWLHQWVDVWKHFRXQWU\H[SHULHQFHVDQRWKHUSKDVHRIWKH
PXOWLSOHVXUJHVWKDWKDYHRFFXUUHGVLQFHWKHEHJLQQLQJRIWKH3+(LQ$OVRDVGLVFXVVHG
DERYHKRVSLWDOVDUHH[SHULHQFLQJVKRUWDJHVLQ+&:VDQGRWKHUHPSOR\HHVPDQ\RIZKRP
ZRXOGEHUHVSRQVLEOHIRUGRFXPHQWDWLRQHIIRUWV,QWKLVHQYLURQPHQWKRVSLWDOZRUNHUV¶WLPHDQG
3
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UHVRXUFHVVKRXOGEHIRFXVHGDVPXFKDVSRVVLEOHRQKHOSLQJSDWLHQWVILJKWIRUWKHLUOLYHVDQG
VXVWDLQLQJKRVSLWDORSHUDWLRQV

Therefore, we urge that the implementing regulations minimize any reporting
requirements related to the vaccine mandate. 6RPHVWDWHVUHTXLUHKRVSLWDOVWRUHSRUWWRWKH
VWDWHWZLFHPRQWKO\UHJDUGLQJWKHWRWDOQXPEHURIYDFFLQDWHGLQGLYLGXDOVH[HPSWLRQVJUDQWHG
DQGRWKHUUHODWHGIDFWRUV7KLVLVXQGXO\EXUGHQVRPH

Hospitals should be able to attest that they are implementing the mandate.,QWKLV
FDVHKRVSLWDOVZRXOGLQWHUQDOO\GRFXPHQWPRQLWRUDQGHQVXUHWKDWVWDIIDUHYDFFLQDWHGUDWKHU
WKDQEHLQJUHTXLUHGWRDIILUPDWLYHO\UHSRUWWRIHGHUDODJHQFLHV

Definitions
:HDOVRXUJHWKDWWKHLPSOHPHQWLQJUHJXODWLRQVUHDVRQDEO\GHILQHWKHVFRSHRIWKH
YDFFLQHPDQGDWH

Fully vaccinated

“Fully vaccinated” should be defined as when an individual completes the full
course of the vaccine dosing (whether two shots or one), rather than the full course of the
vaccine dosing plus 14 days.6RPHVWDWHVGHILQH³IXOO\YDFFLQDWHG´DVWKHPRPHQWWKHIXOO
FRXUVHRIWKHGRVLQJRFFXUVZKLFKSURYLGHVIOH[LELOLW\WRPHHWGHDGOLQHVDQGHQVXUHDYDLODELOLW\
RI+&:V

)XUWKHUWKHLPSOHPHQWLQJUHJXODWLRQVVKRXOGDGGUHVVZKLFKLQWHUQDWLRQDO&29,'
YDFFLQHVIRUIRUHLJQ+&:VDUHSHUPLVVLEOHHYHQWKRXJKWKH\PD\EHYDFFLQDWHGZLWKDQRQ
86)'$DSSURYHGYDFFLQH,QDGGLWLRQWKHUHJXODWLRQVVKRXOGDGGUHVVERRVWHUVKRWVDQGKRZ
WKH\IDFWRULQWRWKHGHILQLWLRQRI³IXOO\YDFFLQDWHG´ZLWKIOH[LEOHWLPHOLQHVIRUFRPSOLDQFHWR
DVVXUHDYDLODELOLW\RI+&:V7KHVHWLPHOLQHVVKRXOGUHFRJQL]HWKDW

x %RRVWHUVKRWVFDQKDYHJUHDWHUVKRUWWHUPVLGHHIIHFWVDQGWKXV+&:VPD\QHHG
H[WUDWLPHIRUWKHVLGHHIIHFWVWRVXEVLGHDQG
x 6RPH+&:VPD\QHHGDERRVWHUVKRWZKLOHRWKHUVDUHJHWWLQJWKHLULQLWLDOYDFFLQH
GRVLQJZKLFKZLOODIIHFWDYDLODELOLW\RI+&:V

)LQDOO\WKHUHJXODWLRQVVKRXOGDOORZIOH[LELOLW\IRU+&:VZKRKDYHKDG&29,'
ZLWKLQWKHSUHYLRXVGD\VDVHDUO\GDWDLQGLFDWHVWKDWWKHVHLQGLYLGXDOVRIWHQKDYHJUHDWHU
LPPXQLW\WKDQYDFFLQDWHGLQGLYLGXDOV7KLVLVSDUWLFXODUO\LPSRUWDQWIRUWKRVHWUHDWHGZLWK
PRQRFORQDODQWLERGLHVDVWKH\RIWHQDUHPHGLFDOO\DGYLVHGQRWWREHLPPXQL]HGIRUDWOHDVW
GD\VGXHWRUHVLGXDOHIIHFWVRIWKHWUHDWPHQW
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Health Care Worker

Further, flexibility also should apply in defining an HCW, which should exclude
individuals who are:

x 1RWGLUHFWO\HPSOR\HGE\WKHKRVSLWDOEXWYHULILDEO\HPSOR\HGE\DQRWKHUHQWLW\VXEMHFW
WRWKHYDFFLQHPDQGDWH
x (PSOR\HGE\WKHKRVSLWDOEXWZRUNUHPRWHO\DQG
x 2QO\WUDQVLHQWO\RQWKHKRVSLWDOFDPSXVVXFKDVFRQWUDFWRUVDQGYHQGRUV
COVID-19 Approved Tests

The determination of what constitutes an approved COVID-19 test should be
flexible and should include all tests with a high level of reliability, including molecular
tests, as well as rapid antigen tests. 

Proof of Vaccination

Hospitals should be permitted to attest that their employees have provided proof of
vaccination and should have flexibility in determining how their HCWs and employees
demonstrate proof of their vaccination.6WDWHVKDYHYDU\LQJVWDQGDUGVIRUKRVSLWDOVWR
GHPRQVWUDWHWKDWWKHLU+&:VDUHYDFFLQDWHGDQGDVSHFLILFIHGHUDOVWDQGDUGRQWRSRIWKHVWDWH
VWDQGDUGVZRXOGEHXQGXO\EXUGHQVRPH

)XUWKHUKRVSLWDOVDQGHPSOR\HUVVKRXOGQRWEHSXWLQDSRVLWLRQWRFRQILUPWKH
DXWKHQWLFLW\RISURRIRIYDFFLQDWLRQ±ZKLFKPD\YDU\GHSHQGLQJRQWKHVWDWHRULQWKHFDVHRI
IRUHLJQZRUNHUVWKHFRXQWU\LQZKLFKWKHLQGLYLGXDOZDVYDFFLQDWHG±DQGVKRXOGQRWEHOLDEOHLI
DQGZKHQDQLQGLYLGXDOGHIUDXGVDKRVSLWDORURWKHUHPSOR\HUZLWKDIDNHSURRIRIYDFFLQDWLRQ

Exemptions from Vaccination

([LVWLQJODZDQGVWDQGDUGVIRUUHTXLUHGPHGLFDODQGUHOLJLRXVH[HPSWLRQVIURPWKH
YDFFLQHPDQGDWHVKRXOGFRQWLQXH+RZHYHUWKHUHLVOLWWOHJXLGDQFHIRUKRVSLWDOVDQGHPSOR\HUV
WRGHWHUPLQHZKHWKHUWKHVWDQGDUGIRUDQH[HPSWLRQ±SDUWLFXODUO\DQH[HPSWLRQIRUUHOLJLRXV
UHDVRQV±LVPHWDQGVWDWHVKDYHYDU\LQJVWDQGDUGVDVZHOOThus, we urge development of
federal criteria with clear and actionable standards on whether an exemption can be
approved. 7KHVHVWDQGDUGVVKRXOGEHPLQLPDOO\EXUGHQVRPHRQKRVSLWDOVDQGHPSOR\HUVZKR
VKRXOGQRWEHSXWLQWKHSRVLWLRQRIDVVHVVLQJHPSOR\HHV¶UHOLJLRXVEHOLHIV 

:LWKUHVSHFWWR+&:VZKRUHPDLQXQYDFFLQDWHGGXHWRDQDSSURYHGKHDOWKRUUHOLJLRXV
H[HPSWLRQKRVSLWDOVVKRXOGKDYHIOH[LELOLW\WRGHWHUPLQHZKHWKHUWKHVH+&:VVKRXOGEH
UHTXLUHGWREHWHVWHGRQDUHJXODUEDVLVDQGRUZHDUDFHUWDLQW\SHRIPDVNZKLOHDWWKHKRVSLWDO
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Consistency of Federal Regulatory Requirements

:HDUHFRQFHUQHGDERXWWKHFRPSOH[LW\RIYDU\LQJUHTXLUHPHQWVDSSOLFDEOHWRKRVSLWDO
HPSOR\HHVDQG urge CMS and OSHA to coordinate to ensure that the agencies’ respective
regulations are consistent with each other and do not overlay conflicting requirements on
hospitals.

6RPHKRVSLWDOHPSOR\HHVZKRDUHQRW+&:VPD\EHFRYHUHGE\26+$UHTXLUHPHQWV
ZKLOHFHUWDLQKRVSLWDOFOLQLFDOVWDIIZRXOGEHFRYHUHGXQGHU&06¶FRQGLWLRQVRISDUWLFLSDWLRQ
&23V RUERWK&RQVLVWHQF\DPRQJWKHVHDSSOLDEOHUHJXODWLRQVZLOOEHFULWLFDOIRUHQVXULQJ
VHDPOHVVFRPSOLDQFH

Cost of Testing

7KHIHGHUDOYDFFLQHPDQGDWHZLOOUHTXLUHDJUHDWDPRXQWRIWHVWLQJ±ZKHWKHUIRU+&:V
ZKRUHFHLYHDQDSSURYHGH[HPSWLRQRUHPSOR\HHVRIEXVLQHVVHVZKRRSWQRWWRUHFHLYHD
YDFFLQH7HVWLQJPD\QRWEHFRYHUHG RUIXOO\FRYHUHG E\DQLQGLYLGXDO¶VLQVXUDQFHDQGHYHQLI
LQVXUDQFHFRYHUVWKHFRVWRIWHVWLQJWKLVSODFHVDVLJQLILFDQWFRVWRQEXVLQHVVHVHVSHFLDOO\WKRVH
WKDWDUHVHOILQVXUHGDQGLQGLYLGXDOVLQFOXGLQJWKHFRVWRILQFUHDVHGSUHPLXPVGXHWRWKH
PDQGDWHDue to these substantial costs, we urge that the costs of testing due to the vaccine
mandate be covered by the federal government.
Enforcement

The FAH urges CMS and OSHA to provide hospitals with as much flexibility as
possible in the implementing regulations regarding enforcement.+RVSLWDOVFXUUHQWO\DUH
H[SHULHQFLQJXQSUHFHGHQWHGWLPHVDQGQHHGWREHDEOHWRGLUHFWDOORIWKHLUUHVRXUFHVZKLFK
DOUHDG\DUHOLPLWHGGXHWRWKHOHQJWKDQGRQJRLQJVXUJHRIWKH&29,'3+(WRZDUGSDWLHQW
FDUH

In addition, we urge a progressive enforcement approach that allows hospitals
adequate notice of any non-compliance issues with multiple opportunities to develop an
action plan to come into complianceDVZHOODVHQIRUFHPHQWIOH[LELOLW\LIOLPLWDWLRQVLQWKH
YDFFLQHVXSSO\GHYHORS




7KH)$+FRPPHQGV&06DQG26+$IRU\RXUOHDGHUVKLSDQGGHGLFDWLRQWRZDUGHQGLQJ
WKH&29,'3+(DQGDSSUHFLDWHV\RXUFRQVLGHUDWLRQRIWKHVHFRPPHQWV,I\RXKDYHDQ\
TXHVWLRQVSOHDVHFRQWDFWPHDWRUDQ\PHPEHURIP\VWDIIDW

6LQFHUHO\
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https://www.cdc.gov/nhsn/covid19/ltc-vaccination-dashboard.html
The above website is being produced in native form (as a hyperlink) in addition to as a PDF because
it allows the user to customize parameters for accessing a dataset.
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https://www.cdc.gov/nhsn/covid19/dial-vaccination-dashboard.html
The above website is being produced in native form (as a hyperlink) in addition to as a PDF because
it allows the user to customize parameters for accessing a dataset.
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https://www.cdc.gov/nchs/covid19/index.htm
The above website is being produced in native form (as a hyperlink) in addition to as a PDF because
it allows the user to customize parameters for accessing a dataset.
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https://covid.cdc.gov/covid-data-tracker/#datatracker-home
The above website is being produced in native form (as a hyperlink) in addition to as a PDF because
it allows the user to customize parameters for accessing a dataset.
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https://protect-public.hhs.gov/
The above website is being produced in native form (as a hyperlink) in addition to as a PDF because
it allows the user to customize parameters for accessing a dataset.
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https://www.cdc.gov/vaccines/imz-managers/coverage/covidvaxview/interactive.html
The above website is being produced in native form (as a hyperlink) in addition to as a PDF because
it allows the user to customize parameters for accessing a dataset.
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https://www.cdc.gov/nchs/covid19/rands/reduced-access-to-care.htm
The above website is being produced in native form (as a hyperlink) in addition to as a PDF because
it allows the user to customize parameters for accessing a dataset.
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Reports of Forgone Medical Care Among US Adults
During the Initial Phase of the COVID-19 Pandemic
Kelly E. Anderson, MPP; Emma E. McGinty, PhD, MS; Rachel Presskreischer, MS; Colleen L. Barry, PhD, MPP

Abstract

Key Points

IMPORTANCE The coronavirus disease 2019 (COVID-19) pandemic has caused major disruptions in
the US health care system.

Question What are the frequency of
and reasons for reported forgone
medical care from March to mid-July

OBJECTIVE To estimate frequency of and reasons for reported forgone medical care from March to
mid-July 2020 and examine characteristics of US adults who reported forgoing care.

2020, the initial phase of the
coronavirus disease 2019 (COVID-19)
pandemic in the US?

DESIGN, SETTING, AND PARTICIPANTS This survey study used data from the second wave of the

Findings In this national survey of 1337

Johns Hopkins COVID-19 Civic Life and Public Health Survey, fielded from July 7 to July 22, 2020.

participants, 41% of respondents

Respondents included a national sample of 1337 individuals aged 18 years or older in the US who were

reported forgoing medical care from

part of National Opinion Research Center’s AmeriSpeak Panel.

March through mid-July 2020. Among
adults who reported needing care

EXPOSURES The initial period of the COVID-19 pandemic in the US, defined as from March to mid-

during this period, more than half

July 2020.

reported forgoing care for any reason,
more than one-quarter reported

MAIN OUTCOMES AND MEASURES The primary outcomes were missed doses of prescription

forgoing care owing to fear of severe

medications; forgone preventive and other general medical care, mental health care, and elective

acute respiratory syndrome coronavirus

surgeries; forgone care for new severe health issues; and reasons for forgoing care.

2 transmission, and 7% reported
forgoing care owing to financial

RESULTS Of 1468 individuals who completed wave 1 of the Johns Hopkins COVID-19 Civic Life and
Public Health Survey (70.4% completion rate), 1337 completed wave 2 (91.1% completion rate). The
sample of respondents included 691 (52%) women, 840 non-Hispanic White individuals (63%), 160
non-Hispanic Black individuals (12%), and 223 Hispanic individuals (17%). The mean (SE) age of
respondents was 48 (0.78) years. A total of 544 respondents (41%) forwent medical care from March
through mid-July 2020. Among 1055 individuals (79%) who reported needing care, 544 (52%)
reported forgoing care for any reason, 307 (29%) forwent care owing to fear of severe acute

concerns.
Meaning This survey study found that
there was a high frequency of forgone
care from March to mid-July 2020, with
respondents commonly attributing the
causes of forgone care to repercussions
of the COVID-19 pandemic.

respiratory syndrome coronavirus 2 (SARS-CoV-2) transmission, and 75 (7%) forwent care owing to
financial concerns associated with the COVID-19 pandemic. Respondents who were unemployed,
compared with those who were employed, forwent care more often (121 of 186 respondents [65%]
vs 251 of 503 respondents [50%]; P = .01) and were more likely to attribute forgone care to fear of
SARS-CoV-2 transmission (78 of 186 respondents [42%] vs 120 of 503 respondents [24%]; P = .002)

+ Supplemental content
Author affiliations and article information are
listed at the end of this article.

and financial concerns (36 of 186 respondents [20%] vs 28 of 503 respondents [6%]; P = .001).
Respondents lacking health insurance were more likely to attribute forgone care to financial concerns
than respondents with Medicare or commercial coverage (19 of 88 respondents [22%] vs 32 of 768
respondents [4%]; P < .001). Frequency of and reasons for forgone care differed in some instances
by race/ethnicity, socioeconomic status, age, and health status.
(continued)
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Abstract (continued)

CONCLUSIONS AND RELEVANCE This survey study found a high frequency of forgone care among
US adults from March to mid-July 2020. Policies to improve health care affordability and to reassure
individuals that they can safely seek care may be necessary with surging COVID-19 case rates.
JAMA Network Open. 2021;4(1):e2034882. doi:10.1001/jamanetworkopen.2020.34882

Introduction
During the initial months of the coronavirus disease 2019 (COVID-19) pandemic, the US health care
system experienced major disruptions, with temporary closures of medical practices, cancellation of
elective procedures, and the shift of many services to telehealth delivery.1 These disruptions may
have led individuals to forgo medical care. Forgoing care for chronic and emergent conditions can
lead to increased complications and costs. Additionally, missing preventive care, such as cancer
screenings, can result in a delayed diagnosis. Since the pandemic onset, hospitals have reported
substantial declines in emergency department (ED) visits for severe health issues, including heart
attacks and strokes.2
Several factors may have influenced individuals’ decisions to forgo medical care during the
COVID-19 pandemic. In March 2020, many state and local governments issued emergency public
health orders, such as stay-at-home orders and bans on elective procedures, which either
discouraged or prohibited certain types of medical care.1 These suspensions were not lifted until late
spring or early summer 2020. Furthermore, many medical practices voluntarily closed in the early
weeks of the pandemic, either to redirect their personnel to COVID-19 response or to reduce risk of
transmission of the severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), the virus that
causes COVID-19. Many individuals feared that seeking in-person medical care could expose them to
SARS-CoV-2.
In addition, the financial downturn caused by the COVID-19 pandemic increased unemployment
rates and reduced employee working hours. In the first 4 months of the pandemic, more than 48
million individuals filed for unemployment benefits.3 Because health insurance is tied to employment
for many US adults, layoffs have also resulted in more than 12 million individuals losing coverage since
March 2020.4 Resulting financial concerns may have influenced individuals’ decisions to obtain or
forgo care.
Several studies have sought to quantify changes in medical care during the pandemic using
electronic health record (EHR) or insurance claims data. A study by Westgard et al5 found a 49%
decline in ED visits comparing visits in the 28 days before and 28 days after the state emergency
declaration using EHR data from an urban trauma center.5 Using data from 9 cardiac catheterization
laboratories, a study by Garcia et al6 estimated a 38% decline in cardiac catheterizations, comparing
data from March 2020 with data from 2019 and earlier in 2020. Similarly, a study by Bhatt et al7
estimated a 43% reduction in hospitalizations for cardiovascular conditions in March 2020
compared with March 2019, using data from a large health system. While these studies provide a
useful snapshot of changes in health care utilization, they do not provide a nationally representative
picture of forgone care or assess the mechanisms behind reductions in care. Understanding reasons
individuals forgo care is particularly important for designing clinical and policy interventions targeted
to barriers to obtaining care. Furthermore, these prior studies focused on care for severe health
issues and did not examine preventive care, mental health care, or prescription medication
continuity.
To our knowledge, no published research has quantified the frequency of and factors associated
with forgone medical care during the initial phase of the COVID-19 pandemic in a representative
sample of US adults. We fielded a nationally representative survey to determine the frequency and
types of forgone medical care among adults and the reasons identified for cancelling or not seeking
care from March through mid-July 2020. We examined the sociodemographic characteristics of
JAMA Network Open. 2021;4(1):e2034882. doi:10.1001/jamanetworkopen.2020.34882 (Reprinted)
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respondents forgoing medical care and assessed whether prevalence differed for certain at-risk
groups, including individuals who were unemployed, lacked health insurance, or had chronic health
conditions. Finally, we examined 2 specific reasons respondents may have forgone medical care: fear
of exposure to SARS-CoV-2 and the financial repercussions of the COVID-19 pandemic.

Methods
All data reported in this survey study come from wave 2 of the Johns Hopkins COVID-19 Civic Life and
Public Health Survey, fielded July 7 to 22, 2020, using the National Opinion Research Center’s
(NORC) AmeriSpeak Panel. Prior to enrolling individuals in the AmeriSpeak Panel, NORC obtained
written informed consent. This study was approved by the Johns Hopkins Bloomberg School of
Public Health institutional review board. This study is reported following the American Association
for Public Opinion Research (AAPOR) reporting guideline.
The AmeriSpeak Panel is a probability-based panel designed to be representative of the US
adult population. The panel is drawn from NORC’s area probability sample and US Postal Service
addresses and covers 97% of US households.8 The AmeriSpeak panel’s recruitment rate is 34% and
includes approximately 35 000 individuals. Our sample was drawn from this panel, and respondents
completed the survey online.
We developed a 16-item module to assess health status and forgone medical care from March
to the time of survey data collection in July 2020 (eAppendix in the Supplement). Possible types of
forgone medical care included missed prescription medications, missed scheduled preventive care
visits, missed scheduled general medical outpatient visits (ie, physical health care, other than
preventive care, delivered in an office setting), missed scheduled mental health outpatient visits,
missed elective surgical procedures, or emergent health issues warranting general medical or mental
health care for which the respondent did not receive care. In the survey, we asked respondents to
distinguish between care received through telehealth (not classified as forgone care) and missed or
forgone care. We defined a new health issue as severe if a respondent reported a severity score of 4
or 5 on a 5-point Likert scale. In addition to the aggregate measure that included all of the categories
of forgone care, we also developed a measure of forgone planned medical care that included
prescription medications, scheduled preventive care visits, scheduled general medical outpatient
visits, scheduled mental health outpatient visits, and elective surgical procedures but did not include
new health issues.
We calculated prevalence of forgone medical care overall and by type of care among all
respondents and among the subset who reported needing care. Then, among individuals who
reported needing care, we calculated prevalence of forgone medical care by sociodemographic and
clinical characteristics and tested whether group differences were statistically significant. We also
analyzed group differences based on race/ethnicity, as the COVID-19 pandemic has
disproportionately affected Black, Hispanic, and Indigenous communities.9-11 We classified individual
race/ethnicity based on self-reported race/ethnicity using response options defined by NORC. Finally,
we tested whether frequency of forgone medical care differed by employment and health
insurance status.

Statistical Analysis
All counts and percentages reported in this study are survey weighted To test whether frequency of
forgone medical care differed between subgroups, we used Pearson χ2 tests. We considered a
difference to be statistically significant if the 2-sided P value was less than .05. We conducted
analyses in Stata statistical software version 16 (StataCorp), applying survey weights to calculate
nationally representative estimates. Data were analyzed from July 30 to September 3, 2020.
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Results
Of 1468 individuals who completed wave 1 of the survey (70.4% completion rate), 1337 completed
wave 2 (91.1% completion rate). Among 1337 wave 2 respondents, 691 (52%) were women, and the
mean (SE) age was 48 (0.78) years. A total of 840 respondents (63%) reported their race/ethnicity
as non-Hispanic White, 160 respondents (12%) reported their race/ethnicity as non-Hispanic Black,
223 respondents (17%) reported their race/ethnicity as Hispanic, and the remaining 115 respondents
(9%) reported another race and non-Hispanic ethnicity (eTable in the Supplement).
A total of 544 respondents, representing an estimated 41% of US adults , reported forgoing
medical care during the initial phase of the COVID-19 pandemic in the US from March through
mid-July 2020 (Figure 1), including 108 respondents (8%) who reported missing 1 or more doses of
a prescription medicine typically picked up from a retail pharmacy, 387 respondents (29%) who
reported missing a preventive care visit, 343 respondents (26%) who reported missing an outpatient
general medical appointment, 105 respondents (8%) who reported missing an outpatient mental
health appointment, 77 respondents (6%) who reported missing an elective surgery, and 38
respondents (3%) who reported not receiving health care for a new severe mental or physical
health issue.
Among 1055 respondents (79%) who reported needing care from March to mid-July 2020, 544
(52%) reported forgoing care, including 108 of 725 respondents (15%) who typically picked up
prescription medication and who missed 1 or more doses, 387 of 664 respondents (58%) with
scheduled preventive care, 343 of 688 respondents (50%) with scheduled general medical care, and
105 of 227 respondents (46%) with scheduled mental health care reporting missing visits. Among
127 respondents who had scheduled an elective surgical procedure in the initial phase of the
pandemic, 77 respondents (60%) reported forgoing their surgical procedure. Finally, 38 of 74
respondents (51%) with a severe mental or physical health issue that emerged after the start of the
pandemic reported forgoing care.
Among 535 respondents who reported missing any planned medical care, including missed
prescription medications or missed scheduled appointments or procedures, 337 (63%) attributed
missed care to a medical practice being closed (either temporarily or permanently), 307 (57%)
attributed missed care to fear of SARS-CoV-2 exposure, and 75 (7%) attributed missed care to
financial repercussions of the COVID-19 pandemic (Figure 2). While medical practice closure was the
most common reason for missing care, 174 respondents (56%) who reported missing care owing to

Figure 1. Share of Respondents Forgoing Medical Care From March Through Mid-July 2020
Overall

Among individuals who reported needing care
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fear of SARS-CoV-2 exposure and 39 respondents (52%) who reported missing planned care owing
to the financial repercussions of the COVID-19 pandemic did not report medical practice closure as a
reason for forgoing care.
Among 108 respondents reporting a missed dose of medication, 44 respondents (41%)
attributed it to fear of COVID-19 and 23 respondents (21%) cited financial repercussions of the
COVID-19 pandemic. Among 387 respondents who reported missing scheduled preventive care,
scheduled general medical care, or scheduled mental health care, more than half of respondents
attributed the missed care to practice closure and fear of COVID-19 exposure, and less than 10% of
respondents attributed the forgone care to financial concerns owing to COVID-19 (Figure 2). Practice
closure and fear of SARS-CoV-2 transmission were also the most common reasons reported for
missing a scheduled elective surgery; more than one-quarter of respondents reported the financial
repercussions of the COVID-19 pandemic as a reason for forgoing elective surgery (Figure 2).
While the proportion of respondents reporting forgone medical care did not vary by sex,
differences were found by race/ethnicity, age, household income, employment status, and health
insurance status (Table 1). A larger share of Hispanic respondents reported missed prescription
medications compared with non-Hispanic White respondents (33 of 109 respondents [30%] vs 50
of 482 respondents [10%]; P = .004). Compared with adults aged 65 years or older, higher
proportions of respondents reported missed medication in age groups 18 to 34 years (45 of 204
respondents [22%] vs 10 of 160 respondents [6%]; P = .004) and 35 to 49 years (29 of 182
respondents [16%]; P = .01). Respondents in households with lower incomes (ie, <$35 000/year)
more often reported missing medication compared with respondents in households with an income
of $35 000 to $74 999 per year (66 of 244 respondents [27%] vs 26 of 226 respondents
[12%]; P = .01).
Respondents who were unemployed or not working owing to disability, compared with
individuals who were employed, reported higher frequency of any forgone medical care (121 0f 186

Figure 2. Reasons Reported for Forgoing Care Among Respondents Who Missed Planned Care
From March Through Mid-July 2020
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respondents [65%] vs 251 of 503 respondents [50%]; P = .01), missed doses of prescription
medication (46 of 117 respondents [39%] vs 46 of 367 respondents [13%]; P < .001), and missed
scheduled medical care (111 of 159 respondents [70%] vs 225 of 405 respondents [56%]; P = .02).
Compared with individuals with commercial health insurance or Medicare, those insured through
Medicaid reported higher frequency of missed prescription medications (41 of 114 respondents
[36%] vs 52 of 517 respondents [10%]; P < .001).
Frequency of forgone medical care varied by self-reported health status, number of prescription
medications taken, and presence of a mental health condition (Table 2). Respondents who rated
their health as fair or poor more often reported missing prescription medication compared with
individuals who rated their health as excellent (35 of 149 respondents [24%] vs 5 of 41 respondents
[11%]; P = .03), and those with 1 or more prescriptions reported forgoing any medical care less often
than those with no prescription medication use (443 of 902 respondents [49%] vs 99 of 149
respondents [66%]; P = .005). Similarly, individuals with a mental health condition more often
reported missing medication than individuals without a mental health condition (49 of 184
respondents [26%] vs 59 of 541 respondents [11%]; P = .004). No differences were detected in

Table 1. Respondents Who Reported Needing Care Reporting Forgone Medical Care From March Through Mid-July 2020, by Sociodemographic Characteristics
Any forgone medical care (N = 1055)a

Missed dose of medicine (n = 725)

Missed scheduled medical care (n = 873)b

No./total
No. (%)

95% CI, %

P value

No./total
No. (%)

P value

No./total
No. (%)

95% CI, %

P value

Men

234/458 (51)

44.9-57.1

[Reference]

41/299 (14)

9.0-20.4

[Reference]

211/384 (55)

48.5-61.5

[Reference]

Women

310/597 (52)

46.3-57.7

.81

66/426 (16)

10.3-22.9

.66

290/490 (59)

52.8-65.2

.38

White, non-Hispanic

356/697 (51)

46.1-56.0

[Reference]

50/482 (10)

7.0-15.2

[Reference]

337/600 (56)

50.8-61.4

[Reference]

Black, non-Hispanic

58/121 (48)

36.1-60.1

.65

18/81 (22)

11.3-37.7

.06

48/85 (56)

43.7-68.3

.98

Other, non-Hispanic

48/94 (51)

35.9-66.3

.99

7/52 (13)

2.8-43.0

.78

39/70 (57)

38.9-72.9

.96

Hispanic

82/143 (57)

45.1-69.0

.34

33/109 (30)

16.7-48.6

.004

77/119 (64)

50.7-76.0

.27

≥65

125/262 (48)

41.4-54.2

[Reference]

10/160 (6)

3.4-11.4

[Reference]

119/231 (51)

44.5-58.1

[Reference]

50-64

155/276 (56)

48.9-62.6

.09

23/179 (13)

7.7-20.5

.08

146/242 (61)

52.9-67.6

.07

35-49

125/241 (52)

44.6-59.4

.39

29/182 (16)

10.3-24.5

.01

116/199 (58)

50.1-66.2

.19

18-34

139/276 (50)

39.3-61.6

.68

45/204 (22)

12.2-36.6

.004

120/202 (59)

45.8-71.7

.29

<$35 000

167/327 (51)

42.6-59.6

.94

66/244 (27)

18.0-38.3

.01

149/264 (56)

46.4-65.7

.96

$35 000-$74 999

177/344 (52)

44.1-58.9

[Reference]

26/226 (12)

6.6-19.6

[Reference]

163/288 (57)

49.1-63.8

[Reference]

≥$75 000

200/384 (52)

46.1-57.7

.93

16/255 (6)

3.7-9.9

.09

189/321 (59)

52.3-65.1

.65

Characteristic

95% CI, %

Sex

Race/ethnicity

Age group

Household income, per y

Employment status
Currently employed

251/503 (50)

43.9-55.9

[Reference]

46/367 (13)

8.4-18.7

[Reference]

225/405 (56)

49.0-61.9

[Reference]

Unemployed or not working
owing to disability

121/186 (65)

55.2-73.7

.01

46/117 (39)

25.1-55.2

<.001

111/159 (70)

60.0-78.3

.02

Retired or providing unpaid
family caregiving

129/271 (48)

41.3-54.2

.63

8/161 (5)

2.3-11.4

.05

125/239 (52)

45.3-59.1

.50

Insurance coverage

a

Commercial or Medicare

387/768 (50)

46.1-54.8

[Reference]

52/517 (10)

7.0-14.0

[Reference]

360/645 (56)

51.1-60.3

[Reference]

Medicaid

86/142 (61)

44.4-75.4

.23

41/114 (36)

20.0-55.7

<.001

75/116 (65)

45.1-80.4

.37

Uninsured

45/88 (50)

35.4-65.5

.99

12/56 (21)

9.5-40.9

.09

40/61 (65)

48.3-79.3

.28

Forgone medical care includes missing 1 or more doses of a medicine the respondent
typically picked-up or had someone else pick up from a retail pharmacy; missing a
scheduled health care visit, including a preventive care visit, general medical
outpatient visit, mental health outpatient visit, or elective surgical procedure; or not
receiving care for a new severe (defined based on self report as severity 4-5 on a scale
of 1-5) physical or mental health issue. Individuals could report multiple types of
forgone care.

b

Scheduled medical care includes scheduled preventive care visits, scheduled general
medical outpatient visits, scheduled mental health outpatient visits, and elective
surgical procedures.
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reported frequency of forgone medical care by other chronic health conditions examined, including
heart disease, lung disease, or high blood pressure, diabetes, or high cholesterol.
We identified differences in the reasons stated for forgoing medical care by employment and
health insurance status (Figure 3). Compared with adults who were employed, adults who were
unemployed more often attributed forgone medical care to fear of SARS-CoV-2 exposure (78 of 186
respondents [42%] vs 120 of 503 respondents [24%]; P = .002) and to financial repercussions of the
pandemic (36 of 186 respondents [20%] vs 28 of 503 respondents [6%]; P = .001). Respondents
without insurance reported forgoing medical care owing to financial concerns more often than
respondents with commercial or Medicare health care coverage (19 of 88 respondents [22%] vs 32
of 768 respondents [4%]; P < .001). Respondents with Medicaid coverage, compared with
respondents with commercial or Medicare coverage, more often reported forgoing care owing to
concerns about SARS-CoV-2 exposure (70 of 142 respondents [50%] vs 203 of 768 respondents
[26%]; P = .003) and financial concerns (21 of 142 respondents [15%] vs 32 of 768 respondents [4%];
P = .03). We also examined whether there were differences in reporting forgoing care owing to
practice closures, but did not find statistically significant differences based on employment status or
insurance coverage.

Table 2. Share of Respondents Who Reported Needing Care Who Reported Forgone Medical Care From March Through Mid-July 2020, by Clinical Characteristics
Any forgone medical care (N = 1055)a

Missed dose of medicine (n = 725)

No./total
No. (%)

95% CI, %

P value

No./total
No. (%)

Excellent

56/92 (61)

46.0-74.7

Very good

173/363 (48)

41.8-53.8

Characteristic

Missed scheduled medical care (n = 873)b
No./total
No. (%)

95% CI, %

P value

[Reference] 5/41 (11)

2.8-3.4

[Reference]

56/82 (69)

53.4-81.0

[Reference]

.11

5.7-16.3

.88

167/298 (56)

49.3-62.5

.13

95% CI, %

P value

Self-reported health

25/254 (10)

Good

198/391 (51)

43.7-57.7

.21

43/281 (15)

9.6-23.1

.21

174/322 (54)

45.9-61.7

.09

Fair or poor

116/210 (56)

45.1-65.5

.54

35/149 (24)

13.0-39.4

.03

104/172 (61)

50.7-69.9

.36

Uses ≥1 prescription
medications
No

99/149 (66)

55.4-75.7

[Reference] NA

NA

NA

95/145 (65)

54.1-75.0

[Reference]

Yes

443/902 (49)

44.7-53.6

.005

11.0-19.7

NA

404/725 (56)

50.8-60.6

.12

108/725 (15)

Has high blood pressure,
diabetes, or high cholesterol
No

337/650 (52)

46.1-57.6

[Reference] 71/433 (16)

10.8-23.8

[Reference]

309/519 (60)

53.1-65.7

[Reference]

Yes

207/405 (51)

45.4-56.7

.85

8.5-18.4

.37

192/354 (54)

48.0-60.1

.23

37/292 (13)

Has heart disease, such as a
heart attack, coronary heart
disease, angina, congestive
heart failure, or other heart
problems
No

500/979 (51)

46.7-55.5

[Reference] 94/675 (14)

10.0-19.0

[Reference]

463/803 (58)

52.8-62.2

[Reference]

Yes

44/76 (58)

44.9-70.1

.33

13.0-47.4

.10

38/70 (55)

41.2-67.5

.69

13/50 (27)

Has lung disease, such as
chronic bronchitis or
emphysema
No

515/1003 (51)

47.0-55.7

[Reference] 103/695 (15)

10.9-20.0

[Reference]

475/829 (57)

52.5-61.9

[Reference]

Yes

29/52 (56)

39.7-71.0

.59

5.8-29.4

.86

26/44 (59)

43.0-73.1

.85

4/30 (14)

≥1 Mental health conditions

a

No

402/809 (50)

45.1-54.3

[Reference] 59/541 (11)

7.6-15.4

[Reference]

373/669 (56)

50.6-60.8

[Reference]

Yes

142/246 (58)

48.2-66.7

.13

16.3-39.9

.004

128/204 (63)

53.0-71.1

.22

49/184 (26)

Forgone medical care includes missing 1 or more doses of a medicine the respondent
typically picked-up or had someone else pick up from a retail pharmacy; missing a
scheduled health care visit, including a preventive care visit, general medical
outpatient visit, mental health outpatient visit, or elective surgical procedure; or not
receiving care for a new severe (defined based on self report as severity 4-5 on a scale
of 1-5) physical or mental health issue. Individuals could report multiple types of
forgone care.

b

Scheduled medical care includes scheduled preventive care visits, scheduled general
medical outpatient visits, scheduled mental health outpatient visits, and elective
surgical procedures.
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Discussion
This survey study found that in a population representative of the overall US adult population, 41%
of adults reported forgone care from March through mid-July 2020. Previous studies have found that
individuals sometimes chose to forgo care prior to the COVID-19 pandemic; for example, the Kaiser
Family Foundation estimated that in 2018, 13% of White individuals, 17% of Black individuals, and
21% of Hispanic individuals forwent care owing to cost.12 However, our results suggest that the
COVID-19 pandemic exacerbated the problem, with individuals reporting closed practitioner offices,
fear of exposure to SARS-CoV-2, and the financial repercussions of the pandemic as common reasons
for forgoing care during this period.
These national survey results are consistent with research using insurance claims and EHR data
that documented declines in the use of health care services to treat severe health issues during the
first several months of the COVID-19 pandemic within specific health systems.5-7 Our results extend
existing research on forgone medical care by quantifying changes at the national level, considering
a larger set of health care services, and examining the underlying reasons reported for forgoing care
during the initial phase of the pandemic.
The most common reason respondents reported for missing scheduled care was owing to office
closure. The Coronavirus Aid, Relief, and Economic Security (CARES) Act13 included $175 billion to
provide financial relief to medical practices and hospitals during the COVID-19 pandemic, and such
funding may have helped practices that initially closed to reopen after putting additional safety
precautions in place to prevent the spread of COVID-19. Proactive outreach from health care
practitioner offices to reschedule cancelled appointments through in-person care or telehealth may
help limit the long-term consequences of this forgone medical care. Telehealth can also help
individuals continue to receive health care when they are concerned about exposure to
SARS-CoV-2.14 States and the federal government have supported telehealth by temporarily
loosening licensing, electronic prescribing, and written consent laws.15-17 Additionally, many payers
have temporarily increased the types of services that can be delivered via telehealth and
reimbursement for telehealth services.18 Continuing to provide financial and regulatory support for
telehealth is important to ensure that practitioners offer this service for the duration of the
pandemic. However, older adults who are uncomfortable with technology and individuals with
limited internet connectivity may struggle to access or may be hesitant to use telehealth.19 It is
important for practitioners and insurers to support patient use of telehealth and to ensure that

Figure 3. Reasons Reported for Forgoing Planned Care Among Respondents Who Reported Needing Care
by Employment and Health Insurance Status
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telehealth can be accessed using a variety of internet speeds and devices, for example by offering
audio-only (telephone) services.20,21
Among respondents who reported missing planned care, 14% reported the financial
repercussions of the COVID-19 pandemic as a reason for forgoing care, and among the subset who
reported missing prescription medication, nearly 1 in 4 respondents reported financial reasons for
missing medications. Several policies can offer better financial protection to patients experiencing
financial distress owing to the pandemic. Within the 38 states plus Washington, District of Columbia,
that have expanded Medicaid, enrollment in Medicaid can improve health care affordability for
individuals who have lost health insurance or were uninsured when the pandemic began. The $600
boost to weekly unemployment benefits during the first 4.5 months of the pandemic may have also
mitigated some of the potentially harmful financial outcomes of the COVID-19 pandemic on people
with health care needs. More individuals who are unemployed may forgo medical care as their
unemployment benefits expire. Our results suggest that Medicare had a protective association, with
older adults reporting much lower frequency of missed medication compared with other age groups.
Conditioning businesses’ relief payments on keeping furloughed employees enrolled in their health
insurance is another strategy that may prevent forgone care owing to cost concerns. Employers
receiving federal assistance, such as the employee retention tax credit, are currently allowed, but not
required, to pay for health insurance for furloughed employees.22

Limitations
This study has several limitations. First, our sample size may have inhibited our ability to detect
statistically significant differences in the frequency and reasons of forgone medical care, particularly
when analyzing certain subgroups. Second, there may have been heterogeneity in responses to the
COVID-19 pandemic owing to differences in timing and extent of the pandemic and public health
responses in different locales not captured in our survey. Third, our survey items on forgone medical
care were generated for this study, preventing us from directly comparing our findings with
frequency of forgone medical care before the COVID-19 pandemic. Fourth, the AmeriSpeak panel
used probability-based recruitment aligning with best-practice survey research standards, but results
may be susceptible to sampling biases. Fifth, we did not have information on the employment or
health insurance status of a respondent’s entire household. If a family member lost employment or
health insurance owing to the pandemic, it could financially affect decision-making within the entire
household about whether to seek or forgo care. Sixth, our analysis did not capture all types of
forgone medical care; for example, we did not consider missed doses of mail-order drugs.

Conclusions
The findings of this survey study suggest that as the United States is experiencing another wave of
surging SARS-CoV-2 infections, it will be important to track whether interventions to enhance health
system safety provide the public with sufficient confidence to seek medical care. As emergency
financial measures enacted by the US Congress and unemployment benefits expire, ensuring the
affordability of needed health care services for individuals financially impacted by COVID-19 is
critical.
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Democracy Dies in Darkness

The evidence is building: Vaccine mandates
work — and well
By Aaron Blake
Senior reporter

September 29, 2021 at 11:03 a.m. EDT

A union representing Massachusetts state troopers sought to make a splash this week in its fight
against the state’s coronavirus vaccine mandate. Dozens of troopers had submitted resignation
paperwork over the mandate, the State Police Association of Massachusetts announced Monday
after an adverse court ruling. It suggested that the mandate-linked resignations would deplete an
agency that is “already critically short staffed.”
What if such mandates mean our crime-fighters can’t fight crime? That’s a scary prospect.
The reality, though, is far from as dire as it might have seemed. And the totality of the anecdotal
data we have so far on coronavirus vaccine mandates points to one conclusion: They work — quite
well, in fact.
Two bits of context were often lost in the coverage of the Massachusetts news. One was that the
troopers come from a force of about 2,000. The news release did not specify a number, but the
“dozens” could be as little as about 1 percent of troopers.
The other is that, as we’ve since found out, it’s not clear how many troopers actually will leave the
force. As of later Monday, the Massachusetts State Police said only one trooper actually had
retired over the mandate. Others could follow, but even the union said some might go to other
departments with less-stringent requirements.
And even as that news landed Monday, we were receiving plenty of data pointing to the
effectiveness of vaccine mandates for state employees and businesses. Many of these mandates
were announced this summer and are reaching deadlines, meaning they provide a good
barometer for how effective the mandates are.
United Airlines was one of the first big companies to adopt a mandate, and it announced this
week that 98.5 percent of employees have been vaccinated. Just 593 out of 67,000 employees face
being fired for refusing the vaccine.
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The success of the mandate approach is even more evident when you compare it with another big
carrier, Delta Air Lines. Delta, too, has sought to apply pressure on employees; it will charge a
$200-per-month health insurance surcharge for unvaccinated employees starting Nov. 1. And it,
too, has seen compliance grow, but only to 82 percent. It is possible that could still grow ahead of
Nov. 1, when it starts hitting the unvaccinated employees’ pocketbooks. But United is clearly way
ahead of the game when it comes to employee vaccinations, which is difficult to attach to anything
but its mandate.
Most of the news on this front comes from hospital systems, where there has been strong
compliance. Here are the numbers in New York, as reported by the New York Times on Tuesday:
• The entire system, an early indicator for vaccine mandates, has gone from about
three-fourths of hospital employees and nursing-home workers being vaccinated
when the policy was announced a month and a half ago to 92 percent today.
• Strong Memorial Hospital in Rochester, N.Y., announced a 95.5 percent vaccination
rate.
• Albany Medical Center said only 200 of its 11,000 employees either did not get shots
or did not seek exemptions — around 2 percent. Those employees were suspended
and given a week to comply.
• St. Barnabas Hospital in the Bronx went from 20 percent unvaccinated as recently as
last week to just 3 percent.
• Bassett Healthcare Network in central New York said 97 percent of employees are
vaccinated.
• Rome Health in Upstate New York said 98.2 percent are vaccinated after a late
surge.
• The Mohawk Valley Health System went up from 70 percent over the summer to
95.6 percent today.

And the evidence elsewhere:
• Tyson Foods announced a vaccine mandate in early August. Since then, its
vaccination rate has gone from 50 percent to 80 percent, with the deadline still more
than a month away.
• Truman Medical Centers/University Health in Kansas City, Mo., was the first in the
region to require vaccinations. Just 39 of 5,000 employees — below 1 percent — lost
their jobs after the deadline passed last week.
• Houston Methodist’s hospital system, one of the earliest case studies this summer,
lost 153 employees out of 26,000 — a rate of about half a percent. Approximately 2
percent received exemptions.
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• North Carolina’s hospital system announced Tuesday that about 175 of its 35,000
employees — again, about half of one percent — were fired for refusing the vaccines.

That last one is a key example. Last week, the system had announced the suspensions of 375
employees for refusing the vaccines — about 1 percent of its workforce. But about 200 of them
ultimately complied. Over and over, the examples suggest that as deadlines approach, compliance
increases substantially in ways that suggest that the vast majority of these people wouldn’t have
gotten vaccinated without the mandates.
There are, however, examples of the mandates not working as well; certain hospitals in New York
are struggling more than others. The Erie County Medical Center in Buffalo has said 20 percent of
nursing-home staffers were placed on unpaid leave Monday for refusing the vaccines, and it is
scrambling to fill the gaps. Oneida Health lost about 12 percent of its workforce.
And in the San Francisco Bay area, about 10 percent of police, hospital and school employees have
yet to comply, with deadlines approaching.
None of it means these departures do not and will not test these organizations. In many cases,
they do, in small hospital systems already dealing with a pandemic. It’s also possible that those
with strong compliance numbers are more likely to publicize that.
But when such vaccine mandates were considered and announced — and even up through today
after President Biden announced a vaccine-or-testing mandate for large employers — much of the
pushback from the anti-mandate crowd has been an argument that these measures would
“harden” opposition to vaccines.
“It is contrary to getting the vaccines out,” Arkansas Gov. Asa Hutchinson (R) said this month of
Biden’s announcement. “It will harden the hesitancy out there, and it’s not the right time. It’s not
the right message.”
“Vaccine hesitancy is complicated, and overreaching government mandates can make people even
more hesitant to get the vaccine,” a spokeswoman for Florida Gov. Ron DeSantis (R) said last
week.
That might indeed be true! It might make people resent being forced to do something they don’t
want to or hadn’t yet decided to do. But the evidence also increasingly suggests that it spurs that
vast majority of the resistant ultimately to comply, hard feelings or not.
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Sep 12, 2021 - Politics & Policy

New York hospital to "pause" delivering babies af
Yacob Reyes

Photo: Jill Connelly/Bloomberg via Getty Images

A hospital in upstate New York says it will "pause" its maternity services this month after several employees chose to
resign rather than get a mandatory COVID-19 vaccine.
Driving the news: At least six unvaccinated maternity staffers at Lewis County General Hospital have quit. In all, 165
staffers, or about 27% of the hospital's workforce, is unvaccinated, CEO Gerald Cayer said at a news briefing.
The Sept. 25 pause will take place two days before the state's deadline for health care workers to get the shot.
What they're saying: "We are unable to safely staff the service after Sept. 24," Cayer told reporters Friday.
“The number of resignations received leaves us no choice but to pause delivering babies at Lewis County General
Hospital."
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"It is my hope that the [New York] Department of Health will work with us in pausing the service rather than closing
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the maternity department."
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1. Vaccines: U.S. to mandate vaccines for anyone who crosses borders starting in January — Shots lagged data by
months — The next big bottleneck in the global vaccination effort.
2. Health: The Thanksgiving bouncers — Axios-Ipsos poll: Thanksgiving roulette — Experts criticize CDC's language
on vaccine boosters — America's Thanksgiving gamble.
3. Politics: Biden administration asks appeals court to reinstate vaccine mandate — Michigan recommends face
masks for all residents amid surge.
4. Education: A COVID strategy backfires at schools — Schools across the U.S. offer vaccine drives — Benefits of inperson school outweigh risks, study finds.
5. World: EU drug regulator recommends Pfizer COVID vaccine for kids — Italy announces new COVID restrictions
for unvaccinated people — European health agency urges expanding booster shot access.
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Variant tracker: Where different strains are spreading.
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Nov 24, 2021 - Health

European health agency urges expanding COVID
booster shot access

A woman in Slovakia recieving the Sputnik V vaccine against COVID-19. Photo: VLADIMIR SIMICEK/AFP via Getty Images

The European Centre for Disease Prevention and Control (ECDC) recommended booster shots for all adults in a
statement on Wednesday, as COVID-19 reaches new daily highs throughout the continent.
The big picture: Slovakia, the Czech Republic, the Netherlands and Hungary all reported new daily highs in infections
on Wednesday, Reuters reports.
Go deeper (<1 min. read)
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Shawna Chen
Nov 25, 2021 - Health

U.S. to mandate COVID vaccines for all border
crossers in January

President Biden speaks during an event at the South Court Auditorium at Eisenhower Executive Office Building in Washington, D.C. Photo: Alex Wong via Getty Images

The Biden administration will begin requiring essential travelers crossing U.S. borders to be fully vaccinated starting Jan.
22, a White House spokesperson told Axios Wednesday.
Why it matters: The move comes after the U.S. opened land borders with Canada and Mexico to non-essential travel in
November, but only to those fully vaccinated against the coronavirus.
Go deeper (<1 min. read)
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