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COVID-19
Guidance

Since the onset of the global COVID-19 pandemic, vital priorities have included developing, distributing, and
administering safe and effective vaccines to limit transmission of COVID-19. In the United States, outside of
emergencies, vaccines must be approved by the Food and Drug Administration (FDA) before they can be
marketed and distributed, which is normally a lengthy process. In exigencies, FDA can issue an emergency use
authorization (EUA) for vaccines (and other medical countermeasures), allowing otherwise unapproved products
to be used and distributed subject to specific limitations.

On December 11, 2020, FDA issued an EUA for a COVID-19 vaccine developed by Pfizer and German partner
BioNTech which demonstrated upwards of 90% efficacy in trials. On December 18, 2020, FDA issued an EUA
for Moderna’s COVID-19 vaccine. On February 27, 2020, FDA issued an EUA for a third vaccine, manufactured
by Janssen, a division of Johnson & Johnson.

With widespread distribution of these vaccines, public and private employers, universities, and other entities
across the U.S. have already begun issuing vaccine mandates to their workforces, especially with respect to
health care workers (HCWSs). In a July 1, 2020, report, the New York State Bar Association called for a statewide
COVID-19 vaccine mandate as soon as a safe and viable vaccine is available and public health officials
recommend it.! While Banner Health previously indicated it may not pursue employee mandates,? it announced
such mandates in Phoenix in July.® Multiple other health systems* and some nursing homes and long-term care
facilities nationally are implementing their own employee mandates.> New York City is moving forward with a
requirement for City workers to be either vaccinated or tested every week, starting in mid-September.® On July
26, 2021, the Department of Veterans Affairs announced it would require “115,000 of its frontline health care
workers to be vaccinated against the coronavirus” within 2 months.”

This memorandum addresses a series of questions regarding COVID-19 vaccine mandates, providing key legal
and factual updates for public health officials and employers.



Questions and Responses:

1. What is the difference between mandatory vaccination and compulsory vaccination?

To understand the legality of vaccine mandates, it is important to distinguish between mandatory and compulsory
vaccination. Mandatory public health powers impose conditions on an individual (i.e., conditioning specific
benefits, rights to access, attending school, or attaching fines to vaccination) to encourage participation.® In
contrast, compulsory vaccinations do not allow for individual choice, but rather may be accomplished by force.®
Compulsory public health powers are not utilized often because of significant ethical concerns involved and
potential infringement of individual liberties or other rights.*°

2. Can public and private sector employers mandate employees or others to get vaccinated?

Yes. Public and private-sector vaccine mandates are generally accepted in the United States, especially in public
health emergencies.

In 1905, the U.S. Supreme Court upheld a mandatory smallpox vaccination requirement in Jacobson v.
Massachusetts.!! The requirement, issued by the City of Cambridge, imposed a $5 fine on those who refused
vaccination.’> The Court acknowledged that state and local governments are authorized to enact reasonable
laws or regulations to protect public health and safety,*® including tailored vaccine requirements for persons who
would not likely be harmed directly by the vaccination itself.

Since the Court’s seminal decision in Jacobson, states and localities have lawfully required vaccinations
precedent to school or day care attendance as well as employment in specific health care settings.!* Many states
also recognize a variety of medical, religious, or philosophical exemptions to these requirements.*® It is important
to check state-specific laws on this issue as recent legislative actions may alter the legality of exemptions in
some states.®

Unbound from constitutional requirements, private sector employers have considerable leeway in requiring
employee immunization.r” HCW vaccine mandates are often justified legally by balancing competing interests
between assuring public and workplace safety versus respecting HCWs' vaccination concerns.® Additionally,
the Occupational Safety and Health Administration (OSHA)Y and the Equal Employment Opportunity
Commission (EEOC)?° have approved employer-mandated influenza vaccination schemes that comply with anti-
discrimination laws.

The federal Occupational Safety and Health Act requires employers to provide places of employment that are
“free from recognized hazards that are causing or are likely to cause death or serious physical harm.”?t OSHA
published new workplace guidance on January 29, 2021. The guidance does not mandate vaccination, but
recommends “[m]aking a COVID-19 vaccine or vaccination series available at no cost to all eligible employees,”
and providing information on vaccine benefits and safety.?? Updated OSHA guidance issued in June 2021
incentivizes COVID-19 vaccination in healthcare workplaces by requiring applicable employers to provide paid
leave time for both vaccination and side effects occurring thereafter.?> OSHA previously emphasized that
employees should be properly informed of vaccine benefits.?*

The federal Americans with Disabilities Act (ADA) allows employers to mandate vaccination so long as
reasonable accommodations are provided to persons with disabilities.?> Accommodations are not required in
cases of undue hardship or where others may be directly threatened and there is no way to provide a reasonable
accommodation that would eliminate or reduce the direct threat.?® Additionally, Title VII of the Civil Rights Act
requires reasonable accommodation for employees with religious objections to vaccination, except in cases of
undue hardship.?’
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In prior vaccine-related guidance, EEOC has recommended that ADA-covered employers simply “encourage
employees to get the influenza vaccine” rather than requiring it.?® Encouraging vaccination (and the means to
access vaccines) may help avoid complex ethical debates and legal concerns over certain exemptions or
required actions prior to implementing a mandate. For example, unionized employees may raise legal issues if
vaccines are mandated outside the collective bargaining process.?° Encouraging vaccination can also help
mitigate any potential legal challenges arising in the event of a vaccine-related injury.

3. Does the EUA status of current COVID-19 vaccines (as contrasted with full FDA approval) impact
whether they can be mandated?

Not extensively. Some argue that mandates cannot be lawfully issued because COVID-19 vaccines are merely
authorized, and not fully approved, via FDA. This is not legally accurate. The Food, Drug, and Cosmetic Act
(FDCA) states that individuals receiving EUA interventions must be informed “of the option to accept or refuse
administration of the product, of the consequences, if any, of refusing administration of the product, and of the
alternatives . . . .”® Consistent with the Act, guidance documents for recently-authorized vaccines explain that
recipients may opt to accept or refuse them3 on the legal premise that the vaccine cannot be compelled or
forcibly administrated among autonomous persons.

Whether individuals may refuse an EUA vaccine, however, is legally distinct from whether an EUA vaccine may
be mandated as a condition of continued employment.® FDA’s authorizations of the Pfizer-BioNTech vaccine®
or Moderna vaccine®* do not expressly limit or prohibit mandates. Provided federal anti-discrimination protections
are assured and applicable state laws or exemptions are honored, COVID-19 vaccine mandates may be lawful
(even if employers or others currently seek to encourage, rather than require, inoculations).

Two federal courts have recently adjudicated COVID-19 vaccine mandates.** On June 14, 2021, a federal district
court in Texas upheld Houston Methodist Hospital's employee COVID-19 vaccine mandate consistent with
FDCA'’s permissive language.® A month later, a federal district court in Indiana on July 20, 2021, upheld Indiana
University’s COVID-19 vaccine mandate, rejecting students’ constitutional arguments based in substantive due
process and free exercise.®” Both cases have been appealed to their respective Circuits.

In addition, administrative agencies have provided specific COVID-19 vaccine-related guidance. On December
16, 2020, and May 28, 2021, EEOC updated its COVID-19 guidance to provide specific information related to
the COVID-19 vaccine, largely supporting the analysis that mandates are permissible.® It clarified that “federal
EEO laws do not prevent an employer from requiring all employees physically entering the workplace to be
vaccinated for COVID-19,” subject to certain EEO considerations outlined in the ADA and Title VII of the Civil
Rights Act. EEOC further noted that additional federal, state, and local equal employment opportunity protections
must be followed. This includes employers allowing reasonable accommodations, such as wearing a face mask,
maintaining socially distanced workspaces, and allowing for teleworking. EEOC also provided guidance on the
permissibility of encouraging employees to get vaccinated via employer incentives.

Employers mandating COVID-19 vaccine should be aware that pre-screening questions may implicate ADA
provisions on disability-related inquiries; any such inquiries must be “job-related and consistent with business
necessity.” Pre-screening questions may also implicate Title 1l of the Genetic Information Nondiscrimination Act
(GINA), which prevents employers from acquiring or disclosing genetic information (subject to certain exceptions)
and using genetic information to make decisions related to terms, conditions, and privileges of employment.

On July 6, 2021, the U.S. Department of Justice’'s (DOJ) Office of Legal Counsel (OCL) issued an opinion
addressing the legality of COVID-19 vaccine mandates given the EUA status of the currently-authorized
vaccines.® OCL reasoned that the relevant section of the FDCA “does not prohibit public or private entities from
imposing vaccination requirements, even when the only vaccines available are those authorized under EUAs.”*°
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Specifically, FDCA'’s language only requires that certain information be made available to vaccine recipients,
and does not prohibit mandates.*

CDC’s Advisory Committee on Immunization Practices (ACIP) makes its own determinations as to which
vaccines it may recommend. ACIP completes its own safety review of vaccines to provide official federal vaccine
recommendations that stakeholders, including state public health agencies, follow closely.*? On December 12,
2020, ACIP recommended the Pfizer-BioNTech vaccine for public use in persons above 16 years of age,* and
subsequently for use in those between the ages of 12-15.#* ACIP similarly recommended the Moderna vaccine
in persons above 18 years of age during a December 19, 2020 meeting,* and the Johnson & Johnson vaccine
for those over 18 years of age on February 28, 2021.%¢ If FDA and ACIP disagree on utility and safety of this or
other COVID-19 vaccines forthcoming, employees may have a stronger legal basis to counter a mandate related
to a specific vaccine, though court decisions and DOJ guidance also present important considerations.

In sum, key determinants whether a COVID-19 vaccine is mandated include (1) proof of the vaccine’s efficacy
and safety; (2) specific authorization via FDA; (3) review and recommendations from ACIP; (4) additional
elaborations from EEOC, OSHA, OCL, and others; (5) state or local laws authorizing or inhibiting mandates; and
(6) emerging findings as to the perceived or actual need of vaccination among employees or other to assure
public health and safety.
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