The Network
fOI' P'l.].b].lC Health Law Ideas. Experience. Practical answers.

COVID-19
Guidance

Developing, distributing, and administering a safe and effective vaccine to limit transmission of COVID-19 has
remained a vital priority since the onset of the global COVID-19 pandemic. In the United States, 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, a vaccine that has not yet been formally approved by FDA can be
granted emergency use authorization (EUA), allowing an otherwise unapproved product to be used and
distributed during a public health or other emergency.

On December 11, 2020, FDA issued an EUA for a COVID-19 vaccine developed by Pfizer and German partner
BioNTech, which has 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 Johnson & Johnson. Amid increasing distribution of the vaccines, public and private
employers across the U.S. have already begun considering issuing vaccine mandates to their workforces,
especially among health care workers (HCWs). This memorandum addresses employer-mandated vaccination
during the COVID-19 pandemic, providing key legal and factual updates for public health officials and
employers.

Questions:
1. What is the difference between mandatory vaccination and compulsory vaccination?
2. Can public and private sector employers mandate employees to obtain vaccines?

3. As current COVID-19 vaccines are authorized by FDA via an EUA, rather than a full biologics license,
does the EUA status of a vaccine impact whether an employer can mandate it?

Response 1: 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, or attaching fines to vaccination) to encourage participation.’ One
example is conditioning school attendance on obtaining certain vaccinations. In contrast, compulsory public



health powers do not allow for individual choice, but rather may be accomplished by force.? Compulsory public
health powers are not utilized often because of the ethical concerns involved and potential infringement of
individual liberties.® Nonetheless, while mandates provide for individual choice, albeit with conditions attached,
compulsory actions do not.

Response 2: Yes. Public and private-sector vaccine mandates have generally been accepted in the United
States for decades, 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 pursuant to employment in specific health care settings.’
Several state statutes also allow for compulsory (or forcible) vaccination during public health emergencies
(although these are subject to considerable constitutional challenges).® Many states also recognize a variety of
medical, religious, or philosophical exemptions to these requirements.® Nevertheless, it is important to check
state-specific laws on this issue, as recent legislative actions may have affected the legality of mandates in
specific states.

Unbound from constitutional requirements and specific state limitations, private sector employers have
considerable leeway in requiring employee immunization.' HCW vaccine mandates are often justified legally by
balancing competing interests between assuring public and workplace safety versus respecting HCWs’
vaccination concerns.'> Some scholars intimate that the sheer scale of the COVID-19 pandemic could lend
courts to uphold mandates against challenges.'® Additionally, the Occupational Safety and Health Administration
(OSHA)' and the Equal Employment Opportunity Commission (EEOC)'® have previously 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.”'® OSHA
published new workplace guidance on January 29, 2021, which 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.!” Additionally, in prior guidance, OSHA 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 employees 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.?!

In prior vaccine-related guidance, EEOC has recommended that ADA-covered employers simply “encourage
employees to get the influenza vaccine” rather than requiring it.?2 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.?® Since vaccines are never fool-proof,
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encouraging, rather than requiring, vaccination can help mitigate any potential legal challenges arising in the
event of a vaccine-related injury.

Response 3: Most likely yes. Because COVID-19 vaccines are available without full biologics license
applications (BLAs), concerns may arise whether FDA’s mere authorization may circumvent vaccine mandates.
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 them,?® consistent with 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.?® Nothing in FDA’s letters of authorization for the Pfizer-
BioNTech vaccine?” or the Moderna vaccine?® expressly limits or prohibits employer mandates. In sum, there is
currently no express limitation preventing employers from mandating a vaccine distributed pursuant to EUA,
rather than one issued through a full BLA, provided (1) anti-discrimination protections are assured and (2) any
applicable state laws or exemptions are honored. However, per legal recognition of a personal option to take or
refuse the vaccine, many employers may choose to highly encourage, rather than mandate, the vaccine.
Additionally, courts have witnessed recent challenges to COVID-19 vaccine mandates, seeking to determine
definitively whether the language in the FDCA would allow or otherwise prohibit mandates, but no court has
definitively provided an interpretation as of yet.?°

On December 16, 2020, and again on May 28, 2021, EEOC updated its COVID-19 guidance to provide specific
information related to the COVID-19 vaccine, largely supporting this analysis.*° It clarified that “federal EEO laws
do not precent 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 VIl of the Civil Rights Act. That
said, EEOC further noted that additional federal, state, and local equal employment opportunity protections must
be followed. EEOC provided examples of reasonable accommodations, including wearing a face mask,
maintaining socially distanced workspaces, allowing for teleworking, and more. EEOC also provided guidance
on the permissibility of encouraging employees to get vaccinated via employer incentives.

Additionally, employers mandating and administering the 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 Il 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.

In addition to FDA’'s EUA and EEOC guidance, 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 12-15.3% 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.
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Mandates are already being recommended and implemented across the nation, though some employers are
strongly encouraging, rather than requiring, the vaccine. 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.*¢ Virginia State Health Commissioner Dr. Norman Oliver also indicated
a plan to mandate a safe vaccine in an August 21, 2020 interview, though Governor Ralph Northam’s
administration has not implemented such plans.3” A November 19, 2020 Banner Health news release (applicable
to its Colorado hospitals) indicated that a mandate would not be required, at least initially.*® Conversely, the CEO
of United Airlines has indicated a desire for a vaccine mandate once it is available for all workers,3® some nursing
homes and long-term care facilities across the country are implementing mandates for staff,*® and a New York
City restaurant recently terminated an employee who refused to get vaccinated.*!

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 or OSHA,; (5) state- or local-based emergency orders to issue mandates; and (6)
emerging guidance from public and private sector employees as to the perceived or actual need of widespread
vaccination among employees to assure their safety and the safety of others.

SUPPORTERS

Support for the Network provided by the Robert Wood Johnson Foundation. The views expressed in this document do
not necessarily reflect the views of the Foundation.

N,
-~

Robert Wood Johnson Foundation

This document was researched and developed by Jen Piatt, JD, Senior Attorney, and Hanna Reinke, Senior Legal
Researcher, J.D. Candidate (2022), and reviewed/edited by James G. Hodge, Jr., J.D., LL.M., Director, Network for
Public Health Law — Western Region Office, Sandra Day O’Connor College of Law, ASU. The Network for Public Health
Law provides information and technical assistance on issues related to public health. The legal information and
assistance provided in this document does not constitute legal advice or legal representation. For legal advice, please
consult specific legal counsel.

June 3, 2021

" James G. Hodge, Jr., Preventing & Treating Communicable Conditions 107, in PusLIC HEALTH LAW IN A NUTSHELL (3rd ed. 2018).

2 |d. at 108.

3 1d.

4 Jacobson v. Massachusetts, 197 U.S. 11 (1905).

51d. at12.

6 Id. at 25.

7 KATHLEEN S. SWENDIMAN, CONG. RESEARCH SERV., RS21414, MANDATORY VACCINATIONS: PRECEDENT AND CURRENT LAWS 2, 4 (2011).

8 d. at 6.

°ld. at 3, 4.

10 Alexandra Ellerbeck, The Health 202: States Propose Bills to Ban Employers from Mandating Coronavirus Vaccines, WASH. PosT
(Mar. 8, 2021), https://www.washingtonpost.com/politics/2021/03/08/health-202-states-propose-bills-ban-employers-mandating-
coronavirus-vaccines/.

Page 4


https://www.washingtonpost.com/politics/2021/03/08/health-202-states-propose-bills-ban-employers-mandating-coronavirus-vaccines/
https://www.washingtonpost.com/politics/2021/03/08/health-202-states-propose-bills-ban-employers-mandating-coronavirus-vaccines/

" Id. at 5; see also Rene F. Najera & Dorit R. Reiss, First Do No Harm: Protecting Patients Through Immunizing Health Care Workers,
26 HEALTH MATRIX: J. L. MED. 363, 380 (2016).

12 Christine Nero Coughlin et al., When Doctors Become “Patients”: Advocating a Patient-Centered Approach for Health Care Workers
in the Context of Mandatory Influenza Vaccinations and Informed Consent, 45 WAKE FOREST L. Rev. 1551, 1556 (2010).

13 Brian Dean Abramson, Preparing Health Care Providers for a COVID-19 Vaccine, 13 J. HEALTH & LIFE Scl. L. 2, 3 (2020).

4 Letter from OSHA Acting Assistant Secretary Jordan Barab to Congresswoman Marcy Kaptur (Nov. 9, 2009),
https://www.osha.gov/laws-regs/standardinterpretations/2009-11-09.

5 EEOC, PANDEMIC PREPAREDNESS IN THE WORKPLACE AND THE AMERICANS WITH DisABILITES AcT (Mar. 21, 2020),
https://www.eeoc.gov/laws/guidance/pandemic-preparedness-workplace-and-americans-disabilities-act.

629 U.S.C.A. § 654(a)(1).

7 OSHA, Protecting Workers: Guidance on Mitigating and Preventing the Spread of COVID-19 in the Workplace (Jan. 29, 2021),
https://www.osha.gov/coronavirus/safework.

18 Supra note 20.

1942 U.S.C.A. §§ 12112, 12113.

20 Id.; see also EEOC, What You Should Know About COVID-19 and the ADA, the Rehabilitation Act, and Other EEO Laws,
https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-
laws?utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term= (last updated Dec. 16, 2020).

2142 U.S.C.A. §§ 2000e(j), 2000e-2(a)(1).

22 Supra note 21.

23 Va. Mason Hosp. v. Wash. State Nurses Ass’n, 511 F.3d 908 (9th Cir. 2007).

2421 U.S.C.A. § 360bbb-3(e)(1)(A)(ii)(1I).

25 Pfizer-BioNTech, Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers) 7, U.S. Foob & DRUG ADMIN.,
https://www.fda.gov/media/144413/download (last visited Dec. 14, 2020); Pfizer-BioNTech, Fact Sheet for Recipients and Caregivers
4, U.S. Foob & DRUG ADMIN., https://www.fda.gov/media/144414/download (last visited Dec. 14, 2020); Moderna, Fact Sheet for
Healthcare Providers Administering Vaccine (Vaccination Providers) 4, U.S. FooD & DRUG. ADMIN.,
https://www.fda.gov/media/144637/download (last visited Feb. 26, 2021); Moderna, Fact Sheet for Recipients and Caregivers 4, U.S.
Foob & DRUG ADMIN., https://www.fda.gov/media/144638/download (last visited Feb. 26, 2021).

26 See also Dorit Reiss, Can Employers Mandate a Vaccine Under Emergency Use Authorization?, BILL OF HEALTH (Feb. 24, 2021),
https://blog.petrieflom.law.harvard.edu/2021/02/24/employer-mandate-covid-vaccine-eua/#more-29801 (“Arguing that the act can
overturn a legal reality by implication alone, that employers are now prohibited from doing something they have done for decades, is
a tall order. Especially when the statute is not clear: by suggesting there could be consequences for refusing the vaccine, it clearly
sees that the right to refuse is not absolute.”).

27U.S. Food & Drug Admin., Pfizer-BioNTech COVID-19 Vaccine EUA Letter of Authorization (Dec. 11, 2020),
https://www.fda.gov/media/144412/download.

28 U.S. Food & Drug. Admin, Moderna COVID-19 Vaccine EUA Letter of Authorization (Feb. 25, 2021),
https://www.fda.gov/media/144636/download.

2 |saac Stanley-Becker, Resistance to Vaccine Mandates is Building. A Powerful Network is Helping., WASH. PosT (May 26, 2021),
https://www.washingtonpost.com/health/2021/05/26/vaccine-mandate-litigation-siri-glimstad-ican/; Susan Montoya Bryan, New
Mexico Corrections Officer Sues over Vaccination Mandate, U.S. NEws (Mar. 4, 2021),
https://www.usnews.com/news/politics/articles/2021-03-03/new-mexico-corrections-officer-sues-over-vaccination-mandate.

30 EEOC, What You Should Know About COVID-19 and the ADA, the Rehabilitation Act, and Other EEO Laws,
https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-
laws?utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term= (last updated May 28, 2021).

31 Mary S. Holland, Liability for Vaccine Injury: The United States, The European Union, and the Developing World 67 EMORY L.J. 415,
418-19 (2018).

82 Jan Hoffman, C.D.C. Panel Recommends Pfizer Vaccine for Patients as Young as 16, N.Y. TiMEs (Dec. 12, 2020),
https://www.nytimes.com/2020/12/12/health/covid-vaccine-teens-cdc.html.

33 CDC, The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Pfizer-BioNTech COVID-19 Vaccine
in Adolescents Aged 12-15 Years — United States, May 2021, MORBIDITY & MORTALITY WEEKLY REPORT (May 21, 2021),
https://www.cdc.gov/mmwr/volumes/70/wr/mm7020e1.htm.

34 CDC, The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Moderna COVID-19 Vaccine — United
States, December 2020, MORBIDITY & MORTALITY WEEKLY REPORT (Jan. 1, 2021),
https://www.cdc.gov/mmwr/volumes/69/wr/mm695152e1.htm?s cid=mm695152e1 w.

35 CDC, The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Janssen COVID-19 Vaccine — United
States, February 2021, MORBIDITY & MORTALITY WEEKLY REPORT (Mar. 5, 2021),
https://www.cdc.gov/mmwr/volumes/70/wr/mm7009e4.htm.

36 NEw YORK STATE BAR Ass’N, HEALTH LAW SECTION, COVID-19 Report 64-65 (July 1, 2020), https://nysba.org/app/uploads/2020/07/7-1-
20 REV-2-Final-NYSBA-HEALTH-LAW-SECTION-TASK-FORCE-REPORT-w-Vacc-update.pdf.

Page 5


https://www.osha.gov/laws-regs/standardinterpretations/2009-11-09
https://www.eeoc.gov/laws/guidance/pandemic-preparedness-workplace-and-americans-disabilities-act
https://www.osha.gov/coronavirus/safework
https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws?utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term=
https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws?utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term=
https://www.fda.gov/media/144413/download
https://www.fda.gov/media/144414/download
https://www.fda.gov/media/144637/download
https://www.fda.gov/media/144638/download
https://blog.petrieflom.law.harvard.edu/2021/02/24/employer-mandate-covid-vaccine-eua/#more-29801
https://www.fda.gov/media/144412/download
https://www.fda.gov/media/144636/download
https://www.washingtonpost.com/health/2021/05/26/vaccine-mandate-litigation-siri-glimstad-ican/
https://www.usnews.com/news/politics/articles/2021-03-03/new-mexico-corrections-officer-sues-over-vaccination-mandate
https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws?utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term=
https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws?utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term=
https://www.nytimes.com/2020/12/12/health/covid-vaccine-teens-cdc.html
https://www.cdc.gov/mmwr/volumes/70/wr/mm7020e1.htm
https://www.cdc.gov/mmwr/volumes/69/wr/mm695152e1.htm?s_cid=mm695152e1_w
https://www.cdc.gov/mmwr/volumes/70/wr/mm7009e4.htm
https://nysba.org/app/uploads/2020/07/7-1-20_REV-2-Final-NYSBA-HEALTH-LAW-SECTION-TASK-FORCE-REPORT-w-Vacc-update.pdf
https://nysba.org/app/uploads/2020/07/7-1-20_REV-2-Final-NYSBA-HEALTH-LAW-SECTION-TASK-FORCE-REPORT-w-Vacc-update.pdf

37 Jackie DeFusco, Northam Not Planning on COVID-19 Vaccine Mandate Despite Support from Top Official, ABC8BNEWS (Aug. 24,
2020), https://www.wric.com/news/northam-not-planning-on-vaccine-mandate-despite-support-from-top-health-official/.

38 Banner Health Offers COVID-19 Update for its Colorado Hospitals, FORT MORGAN TIMES (Nov. 19, 2020),
https://www.fortmorgantimes.com/2020/11/19/banner-health-offers-covid-19-update-for-companys-colorado-hospitals/.

39 Lauren Zumbach, Mandatory Employee Vaccines: United Airlines CEO Makes His Case to Chicago Business Leaders, CHI. TRIBUNE
(Feb. 2, 2021), https://www.chicagotribune.com/business/ct-biz-united-airlines-covid-19-vaccine-passports-20210202-
Ird6caypdbei7fvirvbpdoh36y-story.html.

40 Tony Galli, Rock County Nursing Home Likely First to Require Staff to Be Vaccinated; Workers Express Concern, WKOW.Cowm (Jan.
15, 2021), https://wkow.com/2021/01/15/rock-county-nursing-home-likely-first-to-require-staff-to-be-vaccinated-workers-express-
concern/; Rachel Chason et al., Most Nursing Home Workers Don’t Want the Vaccine. Here’s What Facilities Are Doing About It,
WASH. PosT (Jan. 27, 2021), https://www.washingtonpost.com/local/nursing-homes-vaccine-decline/2021/01/27/22a602f6-5fe2-11eb-
afbe-9a11a127d146_story.html (“Some local providers . . . are taking a stricter approach: requiring their employees to take the
vaccine.”).

41 Matthew Haag, N.Y. Restaurant Fires Waitress Who Wouldn’t Get COVID-19 Vaccine, N.Y. TIMES (Feb. 17, 2021),
https://www.nytimes.com/2021/02/17/nyregion/waitress-fired-covid-19-vaccine-refusal.html.

Page 6


https://www.wric.com/news/northam-not-planning-on-vaccine-mandate-despite-support-from-top-health-official/
https://www.fortmorgantimes.com/2020/11/19/banner-health-offers-covid-19-update-for-companys-colorado-hospitals/
https://www.chicagotribune.com/business/ct-biz-united-airlines-covid-19-vaccine-passports-20210202-lrd6caypd5ei7fvlrv5pdoh36y-story.html
https://www.chicagotribune.com/business/ct-biz-united-airlines-covid-19-vaccine-passports-20210202-lrd6caypd5ei7fvlrv5pdoh36y-story.html
https://wkow.com/2021/01/15/rock-county-nursing-home-likely-first-to-require-staff-to-be-vaccinated-workers-express-concern/
https://wkow.com/2021/01/15/rock-county-nursing-home-likely-first-to-require-staff-to-be-vaccinated-workers-express-concern/
https://www.washingtonpost.com/local/nursing-homes-vaccine-decline/2021/01/27/22a602f6-5fe2-11eb-afbe-9a11a127d146_story.html
https://www.washingtonpost.com/local/nursing-homes-vaccine-decline/2021/01/27/22a602f6-5fe2-11eb-afbe-9a11a127d146_story.html
https://www.nytimes.com/2021/02/17/nyregion/waitress-fired-covid-19-vaccine-refusal.html

