
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

December 27, 2021 
 
Ms. Chiquita Brooks-LaSure 
Administrator 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services  
7500 Security Boulevard, C4-26-05 
Baltimore, MD 21244 
Submitted via http://www.regulations.gov  
 
RE: Medicare and Medicaid Programs; Omnibus COVID-19 Health Care Staff 
Vaccination (CMS-3415-IFC) 
 
Dear Administrator Brooks-LaSure: 
 
The Society for Healthcare Epidemiology of America (SHEA) writes in strong 
support of the Centers for Medicare and Medicaid Services’ (CMS) interim 
final rule with comment period (IFC) establishing COVID-19 vaccination 
requirements for Medicare- and Medicaid-certified providers and suppliers. 
We are hopeful that pending litigation on the IFC will be expeditiously 
resolved such that the critical worker protections delineated in the IFC can be 
implemented without needless delay.  
 
SHEA represents more than 2,000 physicians and other healthcare 
professionals globally with expertise in healthcare epidemiology, infection 
prevention and antibiotic stewardship. SHEA is dedicated to advancing the 
science and practice of healthcare epidemiology and preventing and 
controlling morbidity, mortality and the cost of care linked to healthcare-
associated infections (HAIs) and antibiotic resistance. 
 
Increased vaccination is one of the most vital components to ending the 
COVID-19 pandemic, especially amid the surge of new variants, such as 
Omicron, which has proven to be more transmissible and dangerous. The IFC 
is an imperative step toward ending the pandemic, and we implore our 
federal and state partners to leverage all the tools within their authority to 
make that happen.  
 
SHEA respectfully submits comments on the following topics of the IFC: 
 

• Staff subject to COVID-19 vaccination requirements; 
• Determining when staff are considered “fully vaccinated”; 
• Exemptions; 
• Contingency planning; and 
• Enforcement 

 

http://www.regulations.gov/
https://www.govinfo.gov/content/pkg/FR-2021-11-05/pdf/2021-23831.pdf


Thank you in advance for your consideration of our comments. Please do not hesitate to reach out with 
questions to Lynne Batshon, Director of Policy and Practice, at (703) 684-0761 or lbatshon@shea-
online.org. 
 

Sincerely, 

 
Mary Hayden, MD, FIDSA, FSHEA 
President 
SHEA 
 
Staff Subject to COVID-19 Vaccination Requirements 

On p. 61570, CMS states: 

“It is necessary to require vaccination for all staff that interact with other staff, patients, residents, 
clients, or PACE program participants in any location, beyond those that physically enter facilities, 
clinics, homes, or other sites of care. Individuals who provide services 100 percent remotely, such 
as fully remote telehealth or payroll services, are not subject to the vaccination requirements of 
this IFC.” 

SHEA applauds the Biden-Harris Administration’s requirement that facilities reimbursed by CMS require 
COVID-19 vaccination of their personnel. Data clearly show that vaccination reduces the burden of 
infection in communities, and among healthcare personnel and patients. According to a recent Centers 
for Disease Control and Prevention (CDC) Morbidity and Mortality Weekly Report, approved vaccines were 
approximately 90% effective in preventing symptomatic and asymptomatic infection with the COVID-19 
virus in real-world conditions, among frontline workers that include healthcare personnel.1  

For nursing home residents especially, staff vaccination is critical to allowing visits from family and friends. 
Visitation restrictions put in place to mitigate the spread of COVID-19, particularly prior to the introduction 
of COVID-19 vaccines, have taken a physical and emotional toll on nursing home residents that can have 
a very real impact on quality of life and clinical outcomes.2 These effects are particularly severe for 
residents who are at the end of life, have dementia, or have any behavioral or cognitive needs.  

Furthermore, SHEA supports making COVID-19 vaccination a condition of employment (CoE) for 
healthcare personnel (HCP), with exemptions for medical contraindications and other exemptions as 
specified by federal or state law. In a consensus statement, SHEA and six other leading healthcare 
organizations explains what to consider in developing a policy of COVID-19 vaccination as a CoE, including 
a thorough overview of current vaccines’ safety and efficacy, legal considerations, ways to engage 

 
1 https://www.cdc.gov/mmwr/volumes/70/wr/mm7034e4.htm?s_cid=mm7034e4_w  
2 https://www.cms.gov/files/document/qso-20-39-nh-revised.pdf 
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stakeholders and improve vaccination rates before implementing a policy of vaccination as a CoE, and 
advantages to having a fully vaccinated workforce.3 

The consensus statement was authored by a panel of multisociety, multidisciplinary experts working in 
healthcare epidemiology, infection prevention, infectious diseases, pharmacy, public health, law, and 
human resources. It included representatives from the SHEA Board of Trustees, the SHEA Guidelines 
Committee, and other SHEA leaders, as well as organizational representatives from The Society for Post-
Acute and Long-Term Care Medicine (AMDA), The Association for Professionals in Epidemiology and 
Infection Control (APIC), the HIV Medicine Association (HIVMA), the Infectious Diseases Society of America 
(IDSA), the Pediatric Infectious Diseases Society (PIDS), and the Society of Infectious Diseases Pharmacists 
(SIDP). 

While vaccinations represent one of the most effective strategies to mitigate risk of transmission of 
communicable diseases, approximately 30% of hospital-based HCP remain unvaccinated, as of September 
15, 2021.4 Vaccine uptake among HCP increased steadily following the availability of vaccines in December 
2020 through April 2021, but the rate of uptake has since slowed, suggesting the need for a COVID-19 
mandate as a CoE coupled with educational and communication efforts to address misinformation.  

Some healthcare facilities have achieved high rates of HCP compliance with routinely recommended 
vaccines in the absence of vaccination as a CoE, particularly through a combination of strategies, such as 
incentives. However, most programs reporting immunization rates of 90% or higher used one or more 
soft mandates, including mandatory declination forms.5 Compliance among those who were required by 
their employer to receive the vaccination was 94.4%, compared to 69.6% among those without 
vaccination as a CoE.6 The National Vaccine Advisory Committee has recommended that employers 
consider requirements if their facilities are unable to achieve the Healthy People goal of at least 90% of 
HCP vaccinated for influenza.7 

On p. 61556, CMS states: 

“This IFC directly applies only to the Medicare- and Medicaid-certified providers and suppliers 
listed above. It does not directly apply to other health care entities, such as physician offices, that 
are not regulated by CMS. Most states have separate licensing requirements for health care staff 
and health care providers that would be applicable to physician office staff and other staff in small 
health care entities that are not subject to vaccination requirements under this IFC.” 

 

 
3 https://www.cambridge.org/core/journals/infection-control-and-hospital-epidemiology/article/multisociety-
statement-on-covid19-vaccination-as-a-condition-of-employment-for-healthcare-
personnel/690D1804B72FFF89C5FC0AED0043AD62 
4 Reses HE, Jones ES, Richardson DB, Cate KM, et al. COVID-19 vaccination coverage among hospital-based 
healthcare personnel reported through the Department of Health and Human Services Unified Hospital Data 
Surveillance System, United States, January 20, 2021-September 15, 2021. Am J  Infect Control. 2021;49(12):1554-
1557. https://doi.org/10.1016/j.ajic.2021.10.008 
5 Lindley MC, Mu Y, Hoss A, Pepin D, Kalayil EJ, van Santen KL, et al. Association of State Laws With Influenza 
Vaccination of Hospital Personnel. Am J Prev Med. 2019;56(6):e177- e83. Epub 2019/04/17. doi: 
10.1016/j.amepre.2019.01.011. PubMed PMID: 31003802; PubMed Central PMCID: PMC6527478 
6 Acero C, Razzaghi H, Black C, Wesley M, Jeddy Z, Lindley M, et al. Influenza Vaccination Coverage Among 
Healthcare Personnel -- United States, 2019-20 Influenza Season. In: NCIRD, editor.: CDC.gov; 2020 
7 Committee NVA. Strategies to achieve the healthy people 2020 annual influenza vaccine coverage goal for health-
care personnel: recommendations from the national vaccine advisory committee. Public Health Rep. 2013;128(1):7-
25. PubMed PMID: 23277655; PubMed Central PMCID: PMC3514716 



SHEA recognizes that certain healthcare entities fall outside the regulatory jurisdiction of CMS. Therefore, 
SHEA encourages CMS to provide appropriate guidance and technical assistance to states to ensure 
effective regulation and optimal worker protections against COVID-19.   

Determining When Staff Are Considered “Fully Vaccinated” 

On p. 61571, CMS states: 

“In consideration of the different vaccines available for COVID–19, we require that providers and 
suppliers ensure that staff are fully vaccinated for COVID–19, which, for purposes of these 
requirements, is defined as being 2 weeks or more since completion of a primary vaccination 
series. This definition of ‘‘fully vaccinated’’ is consistent with the CDC definition. Additionally, the 
completion of a primary vaccination series for COVID– 19 is defined in the requirements as the 
administration of a single-dose vaccine, or the administration of all required doses of a multi-dose 
vaccine.” 

As written, CMS’s definition for “fully vaccinated” would preclude CDC from redefining fully vaccinated as 
a primary series plus booster. SHEA recommends CMS use broader language and not specify the 
completion of a primary vaccination series. The IFC should require staff to be “fully vaccinated as per CDC 
recommendations.” This modification would allow the IFC to accommodate future changes to the 
definition of fully vaccinated made by CDC without necessitating a formal revision to the regulation.  

Furthermore, CDC recommends everyone ages 16 and older to receive the COVID-19 vaccine booster shot 
to help broaden and strengthen the protection against Omicron and other variants.8 This latest 
recommendation signals that the definition for fully vaccinated against COVID-19 will evolve as our 
knowledge of COVID-19 expands. Therefore, SHEA recommends CMS more broadly define fully vaccinated 
in the IFC and refer facilities to CDC for its most up-to-date definition. 

Exemptions 

In all healthcare settings for which the IFC applies (e.g., § 416.51(c)(3)(ix)), CMS requires: 

“A process for ensuring the tracking and secure documentation of the vaccination status of staff 
for whom COVID–19 vaccination must be temporarily delayed, as recommended by the CDC, due 
to clinical precautions and considerations, including, but not limited to, individuals with acute 
illness secondary to COVID–19, and individuals who received monoclonal antibodies or 
convalescent plasma for COVID–19 treatment.” 

The IFC appears not to allow an exemption from the COVID-19 vaccination requirement due to pregnancy. 
SHEA seeks clarification regarding restrictions on who may receive an exemption. The CDC made its official 
recommendation that pregnant people, people who are thinking about becoming pregnant, and those 
breastfeeding should get vaccinated for COVID-19 on August 11, 2021 – eight months after the 
introduction of COVID-19 vaccinations.9 During that period, some healthcare facilities granted exemptions 
to pregnant people from their employer-instituted COVID-19 vaccination requirements. For example, 
some facilities granted “pregnancy deferrals,” requiring employees comply with the COVID-19 vaccination 
requirement after delivery. These exemptions were granted in accordance with CDC recommendations 
issued at that time. Therefore, SHEA asks CMS to consider allowing such exemptions to stand.  

 

 
8 https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html 
9 https://www.cdc.gov/media/releases/2021/s0811-vaccine-safe-pregnant.html 



On p. 61572, CMS states: 

“For staff members who request a medical exemption from vaccination, all documentation 
confirming recognized clinical contraindications to COVID–19 vaccines, and which supports the 
staff member’s request, must be signed and dated by a licensed practitioner, who is not the 
individual requesting the exemption, and who is acting within their respective scope of practice as 
defined by, and in accordance with, all applicable State and local laws. Such documentation must 
contain all information specifying which of the authorized COVID–19 vaccines are clinically 
contraindicated for the staff member to receive and the recognized clinical reasons for the 
contraindications; and a statement by the authenticating practitioner recommending that the 
staff member be exempted from the facility’s COVID–19 vaccination requirements based on the 
recognized clinical contraindications.”  

To further ensure that only genuine medical exemptions are granted, SHEA recommends CMS require 
facilities have a clearly defined process with appropriate expertise to review and adjudicate medical 
exemption requests.  

Contingency Planning 

On p. 61573, CMS states: 

“Due to likely unforeseen circumstances, we require that providers and suppliers make 
contingency plans in consideration of staff that are not fully vaccinated to ensure that they will 
soon be vaccinated and will not provide care, treatment, or other services for the provider or its 
patients until such time as such staff have completed the primary vaccination series for COVID–19 
and are considered fully vaccinated, or, at a minimum, have received a single-dose COVID–19 
vaccine, or the first dose of the primary vaccination series for a multi-dose COVID–19 vaccine. This 
planning should also address the safe provision of services by individuals who have requested an 
exemption from vaccination while their request is being considered and by those staff for whom 
COVID–19 vaccination must be temporarily delayed, as recommended by the CDC, due to clinical 
precautions and considerations.” 

SHEA seeks clarification on how the requirement for contingency plans intersects with exemptions based 
on medical contraindications and religious objections. Under the IFC, a staff member who is not fully 
vaccinated and requests an exemption would not be allowed to provide patient care. The staff member 
could provide patient care once the exemption is granted.  

The CDC recommends people who received monoclonal antibodies for COVID-19 treatment to wait 90 
days before being vaccinated for COVID-19.10 The IFC requires staff who received monoclonal antibodies 
for COVID-19 treatment to be removed from patient care. However, evidence suggests that people who 
received monoclonal antibodies are highly unlikely to be reinfected during this time.11 SHEA recommends 
CMS revise the IFC to allow staff – for whom COVID-19 vaccination must be temporarily delayed due to 
receipt of monoclonal antibodies – to provide patient care. This change would help mitigate the 

 
10 https://www.cdc.gov/vaccines/covid-19/downloads/summary-interim-clinical-considerations.pdf 
11 https://www.nejm.org/doi/full/10.1056/NEJMoa2109682 



healthcare workforce shortage. From February 2020 to September 2021, hospital employment has 
decreased by nearly 94,000 people.12 

Enforcement 

On p. 61574, CMS states: 

“Providers and suppliers that are cited for noncompliance may be subject to enforcement remedies 
imposed by CMS depending on the level of noncompliance and the remedies available under Federal 
law (for example, civil money penalties, denial of payment for new admissions, or termination of the 
Medicare/Medicaid provider agreement).” 

Failing to enforce this IFC would undermine efforts to prioritize equity in the COVID-19 response. The IFC 
creates a consistent national standard for COVID-19 vaccination requirements for over 17 million HCP at 
Medicare- and Medicaid-certified providers and suppliers.13 Black/African American, Hispanic/Latino, 
American Indian and Alaska Native persons are disproportionately represented in essential work settings, 
such as healthcare facilities, and experience higher rates of COVID-19-related hospitalization and deaths 
compared to non-Hispanic White populations.14,15 Holding healthcare facilities accountable for COVID-19 
vaccination requirements, combined with requiring employers to provide paid time off for employees to 
receive the vaccine and recuperate from any side effects, will reduce disparities in COVID-19 outcomes 
and advance health equity.  

Conclusion 
 
SHEA strongly supports this interim final rule establishing COVID-19 vaccination requirements for 
Medicare- and Medicaid-certified providers and suppliers. We thank CMS for its consideration. 
 
 

 

 
12 https://www.bls.gov/iag/tgs/iag622.htm 
13 https://www.whitehouse.gov/covidplan/ 
14 https://www.cdc.gov/coronavirus/2019-ncov/community/health-equity/racial-ethnic-disparities/increased-risk-
exposure.html 
15 https://www.cdc.gov/coronavirus/2019-ncov/community/health-equity/race-ethnicity.html 
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Executive Summary and Recommendation

This consensus statement by the Society for Healthcare
Epidemiology of America (SHEA) and the Society for Post-
Acute and Long-Term Care Medicine (AMDA), the Association
for Professionals in Epidemiology and Infection Control (APIC),
the HIV Medicine Association (HIVMA), the Infectious
Diseases Society of America (IDSA), the Pediatric Infectious
Diseases Society (PIDS), and the Society of Infectious Diseases
Pharmacists (SIDP) recommends that coronavirus disease 2019
(COVID-19) vaccination should be a condition of employment
for all healthcare personnel in facilities in the United States.
Exemptions from this policy apply to those with medical contra-
indications to all COVID-19 vaccines available in the United States
and other exemptions as specified by federal or state law. The con-
sensus statement also supports COVID-19 vaccination of nonem-
ployees functioning at a healthcare facility (eg, students, contract
workers, volunteers, etc). This recommendation is based on several
points:

• The COVID-19 vaccines available in the United States under the
Food and Drug Administration (FDA) emergency use authori-
zation (EUA) have high efficacy to prevent symptomatic
COVID-19, even higher efficacy to prevent serious COVID-19

(ie, hospitalizations and deaths), and high effectiveness against
symptomatic and asymptomatic COVID-19.

• The COVID-19 vaccines under an FDA EUA have similar safety
profiles to vaccines that are currently fully FDA approved, and
they are supported by efficacy trials and effectiveness studies.

• Full vaccination against COVID-19 offers several advantages
regarding patient and healthcare personnel (HCP) safety: indi-
vidual protection against COVID-19; further protection for
patients and HCP who are unable to receive COVID-19 vacci-
nation or are not able to mount an adequate immune response;
reduced risk of asymptomatic or presymptomatic transmission
of severe acute respiratory coronavirus virus 2 (SARS-CoV-2)
between HCP, from HCP to patients, or from patients to
HCP; reduced risk of transmitting infection to household mem-
bers and community contacts; and increased protection for the
healthcare workforce in the community setting.

• The COVID-19 vaccines appear to retain good effectiveness
against currently circulating SARS-CoV-2 variants against
symptomatic illness and to have even higher effectiveness
against severe disease.

• Prior experience and current information suggest that a suffi-
cient vaccination rate is unlikely to be achieved without making
COVID-19 vaccination a condition of employment.

• The statement is consistent with federal law and regulations.

However, some information is not yet known. For example,
additional data are needed on the duration of protection provided
by COVID-19 vaccines and on the effectiveness of vaccines in
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immunocompromised persons. Data from randomized clinical tri-
als in pregnancy are not yet available, although nomaternal or fetal
harm has yet been reported, and >120,000 pregnant people have
received a COVID-19 vaccine.1

We have identifiedmedical contraindications and other exemp-
tions as specified by federal and state law that exempt HCP from
being required to receive COVID-19 vaccination. Exemptions
should be handled within the occupational health program with
the engagement of human resources and/or legal departments as
appropriate. These exemptions are not contraindications, and
healthcare facilities may wish to allow pregnant HCP to postpone
receipt of the vaccine until after delivery. Pregnant HCP with ques-
tions or concerns about COVID-19 vaccination should be encour-
aged to speak to their healthcare provider(s) following their
pregnancy. Pregnant and lactating HCP should be allowed to
receive a vaccine because, as noted by the Centers for Disease
Control and Prevention (CDC), “pregnant and recently pregnant
people are more likely to get severely ill fromCOVID-19 compared
to nonpregnant people.”2 It is important to specify that persons
who have had COVID-19 should receive a COVID-19 vaccine
as recommended by CDC.

Healthcare facilities should provide an inclusive and transpar-
ent process that facilitates and acknowledges input from healthcare
personnel and other stakeholders before reaching a decision to
adopt a policy of vaccination as a condition of employment. If a
healthcare facility decides that requiring a vaccine as a condition
of employment is not possible at the present time, the facility
should ensure that, following the principles of diversity, equity,
and inclusion, it has implemented all methods to improve vaccine
coverage described herein, including endorsement by senior lead-
ership, appropriately educating HCP about the vaccine (as
required under the EUA), removing financial and physical barriers
to access to the vaccine such as providing paid time for vaccination
and recovery from vaccine side effects [required by the
Occupational Safety and Health Administration (OSHA)],3 and
providing locations and times convenient for HCP receive it. If
minimal adequate coverage (eg, >90% based on minimum influ-
enza vaccination rates4) is not achieved within a reasonable period
(eg, 1–3 months), the facility should implement a policy of requir-
ing COVID-19 vaccination as a condition of employment.

Background

The coronavirus disease 2019 (COVID-19) pandemic has had a
profound impact on the United States and across the globe.
More than 33million Americans (>1 in 10) have been documented
to have acquired severe acute respiratory coronavirus virus 2
(SARS-CoV-2) infection.5 The true percentage of the population
that has been infected may never be known with certainty, given
the large proportion of undocumented cases, but this number
likely greatly exceeds the numbers reported in official accounts.6

More than 600,000 Americans have died from the disease.5 At
the peak of the third wave of the pandemic in the United States,
nearly 260,000 cases were reported per day and nearly 160,000
COVID-19 patients were hospitalized in the United States
each week.5

Historically, the most effective strategies for managing viral ill-
nesses (eg, measles, rubella, and influenza) have been by vaccina-
tion, with vaccine manufacturers being required to follow detailed
procedures for demonstrating safety and efficacy before applying
to the US Food and Drug Administration (FDA) for licensure.7 In
emergent situations, pharmacotherapies, including vaccines, may

be granted emergency use authorization (EUA) by FDA to allow
vaccine administration in situations in which no effective alterna-
tives are available.8 Reflecting the urgent need, the EUA requires
fewer months of safety and efficacy data (typically 2–3 months
of experience), whereas full FDA approval requires at least 6
months of data that can be evaluated in detail. In the United
States, 3 COVID-19 vaccines have been granted EUAs.

As yet, these vaccines have not received formal FDA approval,
although both Pfizer-BioNTech andModerna filed for formal FDA
approval in 2021.9,10 According to the World Health Organization
(WHO), nearly 100 companies around the world have vaccines in
clinical evaluation that have been built on various platforms.11 In
addition to the mRNA and adenovirus platforms, vaccines using
protein subunits, DNA plasmids, and recombinant nanoparticles
are currently in clinical trials in the United States.

Vaccines recommended for healthcare personnel (HCP) by the
CDC Advisory Committee on Immunization Practices (ACIP)
have been offered to HCP for decades. In the last 15 years, increas-
ing numbers of healthcare organizations have instituted a require-
ment for receipt of ACIP-recommended vaccines for HCP to
reliably and sustainably increase HCP vaccination rates.12

This consensus statement by the Society for Healthcare
Epidemiology of America (SHEA), with AMDA - The Society
for Post-Acute and Long-Term Care Medicine, The Association
for Professionals in Infection Control and Epidemiology (APIC),
the HIV Medicine Association (HIVMA), the Infectious Diseases
Society of America (IDSA), the Pediatric Infectious Diseases Society
(PIDS), and the Society of Infectious Diseases Pharmacists
(SIDP), was reviewed and is endorsed by these organizations. It
recommends that COVID-19 vaccination be a condition of employ-
ment for all healthcare personnel. Exemptions from this policy apply
to those with medical contraindications to all COVID-19 vaccines
available in the United States and other exemptions as specified
by federal or state law. The consensus statement also supports
COVID-19 vaccination of nonemployees functioning at a healthcare
facility (eg, students, contract workers, volunteers, etc).

Methods

The panel that developed this statement is composed of multior-
ganizational, multidisciplinary experts working in healthcare epi-
demiology, infection prevention, infectious diseases, pharmacy,
public health, law, and human resources. It includes representa-
tives from the SHEA Board of Trustees, the SHEA Guidelines
Committee, and other SHEA leaders, as well as organizational rep-
resentatives from AMDA, APIC, HIVMA, IDSA, PIDS, and SIDP.

The recommendation that COVID-19 vaccination should be a
condition of employment for all healthcare personnel, with exemp-
tions applying for those with medical contraindications to all
COVID-19 vaccines available in the United States and other
exemptions as specified by federal or state law, was reached
through a 3-round Delphi process. Consensus was achieved.

Intended use

This statement is intended for consideration by employers of
healthcare personnel and others in the service of health care
who work or operate in US healthcare settings. It identifies legal
issues that should be considered; the statement is not legal advice.
Employers should consult their own attorneys when making deci-
sions regarding the implementation of a policy of COVID-19 vac-
cination as a condition of employment. Likewise, this statement is
notmeant to be a substitute for judgment by qualified professionals
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regarding clinical decisions. Finally, the recommendations and
views are the authors’ and do not necessarily reflect the positions
of their affiliated instiutions.

Vaccine efficacy and real-world effectiveness

Efficacy in clinical trials

Vaccine efficacy and real-world effectiveness study results and
references are summarized in Table 1 in Supplementary material.
All 3 COVID-19 vaccines with current FDA EUAs have shown
high overall vaccine efficacy by≥14 days after receipt of the second
vaccine dose for mRNA vaccinesa or a single dose for the adeno-
virus vector vaccineb to prevent symptomatic COVID-19 infection
in phases 3 and 4 of randomized placebo-controlled trials (94.1%–
95% for the 2 mRNA vaccines and 66.9% for the adenovirus vector
vaccine).13,14 Similar vaccine efficacy has been observed across sub-
groups based on age, gender, race or ethnicity, and coexisting
medical conditions.

Real-world effectiveness

The growing number of real-world studies show similar overall
vaccine effectiveness for preventing symptomatic and asympto-
matic COVID-19. Studies assessing immunogenicity and limited
vaccine effectiveness data suggest that vaccine effectiveness is likely
lower for immunocompromised persons.15–17 All FDA EUA vac-
cines have demonstrated comparable effectiveness against the
alpha variant of SARS-CoV-2 (B.1.1.7), and data continue to evolve
around other circulating variants. Several studies have demon-
strated lower SARS-CoV-2 viral loads in nasal specimens among
fully vaccinated persons compared to unvaccinated persons who
develop COVID-19.18,19 These findings, among other real-world
data, suggest that vaccination reduces the likelihood of COVID-
19 transmission from infected persons to their contacts, including
household contacts.20–22

Boosters

Given the short duration of immunity to seasonal coronaviruses
after infection23 and the speed with which disparate viral variants
with mutated spike proteins are emerging, at some point in the
future, a booster may be required for waning immunity and/or
improved coverage for emerging variants.24–26

COVID-19 vaccine safety

Clinical trial data

Although the pace of COVID-19 vaccine development has been
unprecedented, the 3 vaccines currently available in the United
States were authorized after randomized controlled trials27–29 as
large as or larger than those undertaken for prior vaccines
(30,000–44,000 participants per trial, randomized 1:1 vaccine vs
placebo), with diverse participants in terms of age, race, ethnicity,
and comorbid conditions. These trials demonstrated their efficacy

and safety. The 3 vaccines had similar rates of local and systemic
reactogenicity, which were greater than those seen for the placebo
arm of the trials (Table 2 in Supplementary material). This reac-
togenicity, resulting from the inflammatory response to vaccina-
tion, tended to be greater with the second dose (when
applicable), and it was less frequent and less severe in older recip-
ients. Nearly all reactions to the vaccines were considered mild to
moderate, and these reactions resolved within several days. Serious
adverse events were similar in the vaccine and placebo arms, and
no deaths considered attributable to vaccination were reported in
any of the trials.27–29 Each of the manufacturers will continue safety
monitoring of participants for up to 2 years.

Postauthorization safety monitoring

Knowing that even large clinical trials cannot detect rare adverse
events, FDA and CDC are conducting extensive postauthorization
safety monitoring. The CDC ACIP convened the Vaccine Safety
Technical (VaST) subgroup to review, evaluate, and interpret post-
authorization vaccine safety data and to serve as the central hub
where technical subject matter experts from federal agencies can
share vaccine safety data. Vaccine safety surveillance typically
has relied on passive surveillance (ie, clinicians or even patients
reporting adverse events after vaccination), primarily via the
Vaccine Adverse Events Reporting System (VAERS), which is
comanaged by CDC and FDA. To enhance this reporting system,
CDC created v-safe, a smartphone-based software application that
functions as a postvaccination health checker. All COVID-19 vac-
cine providers were asked to provide enrollment information to all
recipients and to encourage recipients to register at the time of their
vaccination. This system allows the assessment of vaccine side
effects of all severities. V-safe then contacts those reporting serious
adverse events and facilitate VAERS reporting, if appropriate. The
safety monitoring systems in place are summarized in Table 3 (see
Supplementary material). Ultimately, these combined systems
allow for early safety signal detection, followed by rapid cycle
analysis and case evaluations, as well as the ability to analyze large
linked databases to further evaluate potential safety concerns in US
populations.

Reported rates of expected side effects after receiving the Pfizer-
BioNTech, Moderna, or J&J/Janssen COVID-19 vaccine have been
similar to those reported in clinical trials.30 Several unanticipated
side effects have been identified through postauthorizationmonitor-
ing. As new data emerge regarding the durability of COVID-19 vac-
cine response, effectiveness, and safety in special populations
(eg, pregnant people, immunocompromised persons, etc), and the
spread of new SARS-CoV-2 variants, theACIPwill review and revise
COVID-19 vaccine information.

Anaphylaxis
Although no anaphylaxis reaction occurred in the clinical trials,
anecdotal anaphylaxis or anaphylactoid reactions were reported
shortly after EUAs were granted for the mRNA vaccines.
Further analysis quantified the rate of anaphylaxis at ∼11 per
1,000,000 vaccine recipients for the Pfizer-BioNTech vaccine
and 2.5 per 1,000,000 vaccine recipients for the Moderna vac-
cine,31–34 although higher rates have been reported via active sur-
veillance.35 In these cases, anaphylaxis had an onset of<30minutes
in up to 90% of cases, and at least 80% of individuals with anaphy-
laxis had a documented allergy to drugs, medical products, food, or
insect stings.31,34 Notably, up to 30% of the general population has
a documented allergy to a food or medication, suggesting that

aThe mRNA vaccines require 2 doses (21 days apart for Pfizer-BioNTech and 28 days
apart for Moderna).7,8 After injection of mRNA vaccines, host cells utilize the vaccine
mRNA that contains the genetic code for the viral spike protein to produce either all or
a large part of the SARS-CoV-2 spike protein, to which the body then responds
immunologically.27,28

bThe Johnson & Johnson (J&J)/Janssen vaccine requires a single dose. The adenovirus
vector vaccines work by using a non-replicating adenovirus that has been altered to include
the gene that codes for the spike protein. The nonreplicating adenovirus enters host cells
and triggers the production of the SARS-CoV-2 spike protein,14,15 to which the body
responds.
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anaphylaxis to an mRNA vaccine remains rare even in individuals
with a history of allergy.31 Anaphylactic reactions were reported
after the J&J/Janssen vaccine in <0.5 per 1,000,000 vaccine recip-
ients.36 For comparison, after most vaccines, anaphylaxis is esti-
mated to occur at a rate of ˜1.31 per 1,000,000 vaccine doses
(95% CI, 0.90–1.84).37

J&J/Janssen and thrombosis with thrombocytopenia syndrome
In April 2021, CDC and FDA paused administration of the J&J/
Janssen vaccine due to reports of unusual clotting events now known
as thrombosis with thrombocytopenia syndrome (TTS).36 Similar
cases had been reported previously with the AstraZeneca
COVID-19 vaccine, another adenovirus vector vaccine not currently
authorized for use in the United States.38,39 Patients presented with
either venous thromboembolic disease or unusual thrombotic events
associated with thrombocytopenia, such as cerebral venous sinus
thrombosis, splanchnic vein thrombosis, hepatic vein thrombosis,
or splenic vein thrombosis.36,40 Most of these cases were detected
in women aged <50 years. In women aged 18–49 years, the inci-
dence was 7 per 1,000,000 vaccine doses; in men aged 18–49 years,
the incidence was 1 per 1,000,000 vaccine doses.41 The combination
of these rare clotting events with thrombocytopenia is notable, and it
suggests a mechanism similar to heparin-induced antiplatelet auto-
antibodies.38 FDA and CDC called for vaccine administration to
resume without age or gender restrictions after a 10-day pause in
April 2021.41

Myocarditis and pericarditis
In May 2021, CDC issued a health advisory to inform vaccine pro-
viders and clinicians of a recent increase in reports of myocarditis
and/or pericarditis after mRNACOVID-19 vaccination received in
the VAERS.42 Most cases were reported in adolescent and young
adult males within 4 days after the second dose, and these cases
resolvedwithout known sequelae. Israel’s HealthMinistry reported
275 cases of myocarditis after the Pfizer-BioNTech vaccine
between December 2020 and May 2021, among >5 million vacci-
nated people.43 Similar to the US reports, most cases were in men
aged 16–30 years and were mild.44–46 The investigation of the rela-
tionship betweenmRNA vaccines andmyocarditis and pericarditis
continues. CDC and the American Academy of Pediatrics (AAP)
continue to recommendCOVID-19 vaccination of adolescents and
young men.42,44

Safety in pregnancy and lactation

Pregnant and lactating people were not included in the vaccine tri-
als, but they were not prohibited from receiving the vaccines once
they were authorized for emergency use. Since the EUA, the safety
of the mRNA vaccines in pregnancy has been followed using the
v-safe pregnancy registry.1 Adverse events after vaccination were
similar between pregnant and nonpregnant recipients, with more
injection-site pain reported among pregnant recipients and more
systemic reactions reported among nonpregnant recipients.30,47

Pregnancy and neonatal outcomes were reported in a subset of
the v-safe registry. Rates of pregnancy loss (12.6%) and stillbirth
(0.1%) were similar to published rates in the population (10%–
26% and <1% respectively).47 Rates of preterm birth (9.4%) and
infants who were small for gestational age (3.2%) were also similar
to those in the published literature.47 Safety of the J&J/Janssen vac-
cine in pregnancy and lactation has not been studied to date.48–50

The American College of Obstetricians and Gynecologists
(ACOG) and the Society for Maternal-Fetal Medicine (SMFM)

recommend that COVID-19 vaccination be offered to pregnant
and lactating women.48

Dispelling vaccine myths

Because of the rapid development and deployment of the COVID-19
vaccines, some of which use technologies not previously employed for
vaccines licensed in theUnited States, a number of novel vaccinemyths
have circulated, including those regarding concerns about DNA inte-
gration and infertility. In addition, many people remain hesitant due to
concerns about long-term side effects of vaccination.Althoughwemust
be mindful that long-term side effects will remain unknown until suf-
ficient time has elapsed to assess for such possible effects, it is important
to recognize that, among other vaccines that have had adverse events
historically, nearly all side effects occurred within 6–8 weeks of vacci-
nation.51 Communication guides and handbooks are available to assist
vaccine program planners regarding how best to communicate to
debunk myths and encourage vaccination.52–55

Benefits of a fully vaccinated workforce

Vaccination can be considered an elimination strategy in the
framework of the Hierarchy of Controls.56 As such, it is expected
to be one of the most effective interventions to reduce the risk of
transmission in all settings (Fig. 1 in Supplementary material).

For routine vaccinations, and specifically for COVID-19 vac-
cines, the benefits of a fully vaccinated workforce can be catego-
rized broadly into (1) reducing the risk of transmission within
healthcare facilities amongHCP and patients, from the community
to healthcare facilities, and from healthcare facilities to the com-
munity; (2) maintaining a healthy workforce and supporting
HCP wellness; and (3) maintaining the trustworthiness of HCP
and healthcare institutions (Table 4 in Supplementary material).

Improving coverage without vaccination as a condition of
employment

Some healthcare facilities have achieved high rates of HCP compli-
ance with routinely recommended vaccines in the absence of vacci-
nation as a condition of employment. A combination of strategies is
more effective than a single strategy57,58; Table 5 (see Supplementary
material) describes typical strategies. Notably, most programs
reporting immunization rates of 90% or higher used 1 or more soft
mandates, including requiring declination forms or the use of face
masks by unvaccinated HCP during close contact with patients.
Current universal masking by HCP as part of COVID-19 pandemic
precautions precludes the use of a “vaccinate or mask” strategy to
promote COVID-19 vaccination. State statutes may positively affect
HCP COVID-19 vaccination rates, as demonstrated by examples
specific to influenza vaccination of HCP in the absence of facility
requirements.59 Laws requiring hospitals to assess HCP influenza
immunization status or to offer vaccination to HCP have also
increased facility immunization rates.59

Incentives

Many healthcare facilities and systems, with and without vaccina-
tion as a condition of employment, have used incentives to encour-
age staff to receive recommended vaccines.60–62 According to Equal
Employment Opportunity Commission (EEOC) guidance,
employersmay offer noncoercive incentives for voluntarily provid-
ing proof of vaccination or for receiving the vaccination itself.63

Although incentives generally are not permitted for receipt of fed-
erally funded services such asMedicaid orMedicare, most facilities
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provide vaccines free of charge to their employees and do not bill
Medicaid or Medicare for them, so these rules do not appear to
apply to employee incentive programs.

These considerations apply to all healthcare employers in the
country, public and private. Employersmust also consult with their
attorneys to make sure they are complying with any state laws and
local ordinances or orders specific to their location and public or
private status. Although incentives have been successful in some
centers to boost immunization rates (Table 5 in Supplementary
material), their use may be subject to certain limitations when
applied to increasing uptake of COVID-19 vaccines.

Advantages of vaccination as a condition of employment

The experience to date with voluntary influenza vaccination, as
opposed to influenza vaccination as a condition of employment,
suggests that without requiring COVID-19 vaccination, target cov-
erage will rarely be achieved.64 In the most recent season for which
data are available, 80.6% of HCP reported receiving influenza vac-
cination during the 2019–2020 season.65 Compliance among those
who were required by their employer to receive the vaccination was
94.4%, compared to 69.6% among those without vaccination as a
condition of employment.66 Although vaccination is one of the
most effective strategies tomitigate risk of transmission of commu-
nicable diseases, vaccination of HCP with ACIP-recommended
vaccines prior to the COVID-19 pandemic has been suboptimal,
with ∼50% of surveyed HCP in March 2021 remaining unvacci-
nated.67 The National Vaccine Advisory Committee has recom-
mended that employers consider requirements if their facilities
are unable to achieve the Healthy People goal of at least 90% of
HCP vaccinated for influenza.64 In 2020, SHEA recommended that
medical contraindications should be accepted as a reason for not
receiving all routine immunizations recommended by CDC.68

Federal statute Title VIIc regulates exemption from a vaccination
policy on the basis of religious objection. Exemption requests
should be evaluated by the appropriate department (eg, human
resources and/or legal) on a case-by-case basis.63

Legal considerations

There is long-standing constitutional support for vaccine require-
ments, andmany state laws also support them. According to EEOC
published guidance, the federal civil rights laws it enforces do not
prevent an employer from requiring employees to be vaccinated
for COVID-19, subject to a limited set of legally required excep-
tions (medical contraindication based on CDC and manufacturer
guidelines, disability, and religion).63 This section reviews key
issues that a healthcare employer should discuss with legal counsel
before making vaccination a condition of employment.

Legal debate has surrounded the fact that the COVID-19 vac-
cines are currently approved for use under an FDA EUA. The
EEOC has referred employers to the FDA’s posted guidance con-
cerning EUAs. FDA promulgates the regulatory scheme governing
EUAs. As of June 2021, only 1 trial court decision has addressed a
legal challenge to an employee vaccination requirement on the
basis of the EUA regulation. Although the court concluded that
the regulation does not prohibit a private hospital system from
requiring that its employees receive vaccines under an EUA as a
condition of employment, it does not establish a precedent.d

The regulation by its terms requires FDA to establish the condi-
tions under which an EUA product is administered by the medical
provider, including by obtaining the recipient’s informed consent,
but there is nomention of employers or employment policies in the
regulation, including requirements of employers.e FDA guidance
concerning the COVID-19 vaccines also makes no mention of
employees; rather, it states that the required information concern-
ing an EUA product is typically communicated to the recipient in a
“patient fact sheet” that FDA makes available on its website.69 The
text of the EUA regulation does not, in other words, require that
individuals electing to receive a product approved under EUA
undergo the informed consent process required for participation
in clinical trials. The debate concerning the EUA status of the
COVID-19 vaccines highlights the distinction between a health-
care organization’s role as medical provider versus its role as
employer. An employer’s requirement that its employees be vacci-
nated as a condition of employment is distinct from requiring them
to be vaccinated without consent; that is, an individual has a right
to refuse vaccination but has no right to a particular job. In at-will
employment, an employee may always pursue alternative employ-
ment if they do not wish to be vaccinated as a condition of employ-
ment. The same is true of a condition of employment that is
established in a unionized environment, although the employer
should review its collective bargaining agreement, including, for
example, the clauses concerning management rights, health and
safety, and exigent circumstances, to determine whether bargain-
ing is or is not required before establishing a condition of employ-
ment. At the same time, to try to avoid consequences, such as the
loss of talented team members in whom employers have invested
time and money or a decrease in employee morale or engagement,
employers should take steps to address employee concerns regard-
ing safety, efficacy, equity, and inclusion.

Federal and state rules

Any employer’s requirement of vaccination as a condition of
employment will be subject to federal employment laws, namely
the Americans with Disabilities Act (ADA) and Title VII of the
Civil Rights Act of 1964.63 As relevant to the vaccine context, these
statutes prohibit employers from discriminating against their
employees on the basis of disability or religion, and they require
employers to provide reasonable accommodations to any
employee with a disability or religious objection. A reasonable
accommodation is decided by the employer on a case-by-case basis
and does not includemeasures that would result in undue hardship
or significant difficulty or expense for the employer or measures
that pose a direct threat to the health and safety of others.

c42 U.S.C. § 2000e-2 (Title VII) is the federal statute prohibiting discrimination on the
basis of religion, and regulates the employer’s treatment of employees as “individuals.”

dSee Bridges v. Houston Methodist Hosp., No. CV H-21-1774, 2021 WL 2399994, at *2
(S.D. Tex. Jun. 12, 2021). A private hospital employer required all employees to receive the

COVID-19 vaccination by June 7, 2021, federal district court in Texas ruled that the EUA
regulation confers certain powers to the Secretary of Health and Human Services in an
emergency, without affecting the responsibilities of the private employer or conferring
a right of private action to the employees. The regulation furthermore does not require
employees to participate in a human trial, but only requires that informed consent be
obtained from the recipient of the vaccine before administering it.

eThe informed consent provision in the EUA regulation reads in full: “With respect to
emergency use of an unapproved product, the [FDA], to the extent practicable given the
applicable circumstances : : : shall, for a person who carries out any activity for which the
authorization is issued, establish such conditions on an [EUA] as the [FDA] finds necessary
and appropriate to protect public health, including the following: : : : (ii) Appropriate con-
ditions designed to ensure that individuals to whom the product is administered are
informed – (I) that the [FDA] has authorized the emergency use of the product; (II) of
the significant known and potential benefits and risks of such use, and of the extent to
which such benefits and risks are unknown; and (III) of the option to accept or refuse ad-
ministration of the product, of the consequences, if any, of refusing administration of the
product, and of the alternatives to the product that are available and of their benefits and
risks.” (21 U.S.C. § 360bbb-3(e)(1)(A)(ii).)
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Although these federal laws set the baseline for all employers, state
laws may impose additional requirements.

The standards imposed by OSHA are also relevant to any
employer considering a policy of vaccination as a condition of
employment. OSHA recently published an Emergency
Temporary Standard that addresses COVID-19 vaccination but
without explicitly endorsing or prohibiting employer require-
ments. The standard requires employers to “support” COVID-
19 vaccination for their employees by providing them with paid
time off to receive the vaccine and to recover from associated side
effects.3 The standard also suggests support for a vaccinated work-
force. For example, it does not extend to “fully vaccinated” ambu-
latory or home healthcare settings, and it does not require
vaccinated HCP who have been exposed to the virus to be removed
from work.

Exemptions
Critical to the success of any vaccine requirement is a clear and
consistent process by which employers receive, review, and
respond to the exemption and accommodation requests that are
required by the ADA, Title VII, and parallel state employment dis-
crimination laws. If an exemption is granted, an employer may
require employees to comply with accommodations in lieu of
receiving the vaccine. Accommodations may include providing
an alternative form of the vaccine, requiring an exempted
employee to wear a face mask, or requiring an exempted employee
to follow physical distancing measures (including reassignment
away from vulnerable patient populations, curtailing job duties
to lessen or eliminate direct patient contact, or allowing the
employee to work remotely if feasible). The law requires that
accommodations be tailored to the individual employee and their
particular job dutiesf; for that reason, employers should try to avoid
making blanket statements about what they will or will not do if an
employee qualifies as exempt from a vaccination requirement. To
mitigate the risk of liability based on alleged retaliatory or discrimi-
natory denials of such requests, and to maintain confidentiality,
medical exemption and accommodation requests are usually
reviewed by occupational health staff, and religious requests are
commonly routed to the employer’s legal and/or human resources
department(s) for review. Those departments also typically keep
records of what accommodations have been requested, considered,
and discussed with the employee, and whether they are granted or
rejected. They may have an appeal process. Employers often
require the qualifying employee to read and sign their acknowl-
edgement of the accommodation plan, which may include a state-
ment of the risks of remaining unvaccinated.

Religious exemption
For religious exemption requests, an employer should consider
making a form available for objectors to describe their sincerely
held religious belief, practice, or observance (whether connected
to a traditionally recognized religion or held with the strength of
traditional religious views) on which basis they seek an exemption
from vaccination. Although affiliation with a traditionally organ-
ized religion may be evidence to support a claim of a sincerely held

religious belief, the lack of such an affiliation cannot be the basis for
rejecting an exemption request.

Medical exemptions
A medical exemption is based on contraindications and precau-
tions set forth by the manufacturer or CDC and usually requires
review and signature by a medical professional.70 Many organiza-
tions also will allow for deferrals during pregnancy, if requested, or
for other time-limited conditions upon request. Medical exemp-
tion request submissions citing other reasons for exemption should
be permitted and reviewed for special circumstances. The substan-
tive basis of all requests for an exemption based on a medical
contraindication or precaution are ideally reviewed by an organi-
zation’s occupational health medical director or committee of
clinicians.

Enforcement

Some employees may not qualify for any of the employers’ exemp-
tions and may decline to be vaccinated. The consequences of non-
compliance with a vaccination policy as a condition of
employment should be clearly defined and understood by leader-
ship, the legal team, and human resources department(s) before
the policy is enacted, and it should be clearly communicated to
employees. Enforcement mechanisms may include, for example,
letters of warning, suspension without pay, or termination. For
facilities or systems with unionized employees, it is important to
engage union representatives early in this process.71,72

Privacy concerns

Some employees may object to providing information about their
vaccination status on privacy grounds. In its COVID-19 guidance,
the EEOC has stated that an employer may, without violating the
applicable federal laws, ask an employee about their vaccination
status and require proof of vaccination as long as it is stored as con-
fidential medical information.

Visual cues

Healthcare employers may use visual cues, such as stickers, to indi-
cate work authorization and work restrictions appropriate to an
employee’s vaccination status, provided that any visual cues do
not make explicit reference to whether or not the employee has
been vaccinated.gWith or without the use of visual cues, employers
with policies of vaccination as a condition of employment should
clearly communicate to and remind employees that harassment or
retaliatory behavior against coworkers is never tolerated, including
with regard to suspected COVID-19 vaccination status. Before
implementing a COVID-19 vaccination policy that utilizes visual
cues, facilities should plan for what they will do if a patient or fam-
ily member suspects that an HCP is unvaccinated and refuses care.
These plans should include communications protocols that explain
which precautions are in place to protect them. Facilities should
also communicate clearly that unvaccinated persons do not need
to disclose the reason for not being vaccinated to other HCP or
to patients.

fThe federal statutes prohibiting discrimination on the basis of disability (ADA) and
religion (Title VII). Both regulate the employer’s treatment of employees as “individuals.”
See 42 U.S.C. § 12102(2), (2)(A) (ADA); 42 U.S.C. § 2000e-2 (Title VII); see also, for exam-
ple, Albertson v. Kirkingburg, 527 U.S. 555, 566. The US Supreme Court explains that the
ADA, by its terms, applies to “individuals” and therefore imposes statutory obligations that
must be assessed on a “case-by-case basis.” gSee 29 CFR 1630.14(c)(1) –Medical examinations and inquiries specifically permitted.
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Implementing COVID-19 vaccine as a condition of
employment

Healthcare facilities face a complex and strategic decision regard-
ing COVID-19 vaccine as a condition of employment; it requires
consideration of a healthcare facility’s mission and culture.
Transparency by leadership during the decision process garners
trust and credibility among staff andmedical staff, as does an inclu-
sive approach that reflects the diversity of opinion and back-
grounds of HCP, while visibly engaging stakeholders and
facilitating input. Leaders must assess perceptions among HCP
and uphold principles of respect and inclusivity that reflect diver-
sity of opinion and background.

If adopted, operationalizing a condition of employment
requires facilities to have systems in place for tracking healthcare
personnel vaccination status both at the facility and offsite loca-
tions, establishing policies and processes for exemption request
and review, and addressing important topics such as equity, com-
pensation for vaccination, and postvaccination sick days.

In a recent policy brief, theWHO recommended that local con-
text be considered to determine whether a mandate is necessary,
proportionate, and would not undermine trust.73 Although not
likely to influence the requirement itself, facilities should acknowl-
edge issues at the organizational and individual levels to ensure
smooth implementation. Many of these issues are addressed
throughout this document, including safety and efficacy, institu-
tional culture of respect and inclusivity, consistent and transparent
exemption review, and collaboration with unions and other stake-
holders. A framework for implementation is provided in a
companion implementation guide.
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