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By Gary Evans, Medical Writer

COVID-19 Vaccine Mandates:  
Too Soon, Inevitable, or Both?
Houston Methodist policy prompts lawsuit 

Healthcare facilities likely will win 
the burgeoning legal fight to 
mandate COVID-19 vaccination 

as a condition of employment, providing 
they allow for medical and religious 
exemptions, says Lawrence Gostin, JD, 
O’Neill Chair of Global Health Law at 
Georgetown University in Washington, 
DC. 

The question came to the fore when 
Houston Methodist was sued recently by a 
group of healthcare workers for its vaccine 
mandate policy. 

“I have little doubt that healthcare 
institutions can require COVID-19 
vaccinations of all staff,” Gostin tells 
Hospital Infection Control & Prevention. 
“The fact that COVID vaccines are under 
an Emergency Use Authorization (EUA) 
does not matter. Hospitals still have the 
power to mandate vaccines as long as 
they provide appropriate — and narrow 

— exemptions for medical or religious 
purposes. The lawsuit against Houston 
Methodist is unlikely to succeed.”

To that end, the federal Equal 
Employment Opportunity Commission 
stated recently that employers can require 
COVID-19 vaccination of employees 
“physically entering the workplace” 
with reasonable accommodations and 
within existing anti-discrimination laws. 
(See “Maryland, DC Hospitals Mandate 
COVID-19 Vaccine.”)

Many states have proposed bans against 
vaccine mandates by employers, but as of 
this report, none had been approved and 
most have gained little traction in state 
legislatures.

“A state can enact a statute that 
prohibits hospitals or other businesses 
from mandating vaccines,” Gostin says. “It 
requires a statute and not just a governor’s 
executive order.”

http://www.ahcmedia.com
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An ‘Experimental 

Vaccine’ 

The lawsuit filed against 
Houston Methodist Hospital by 117 
unvaccinated employees on May 28, 
2021, claims “for the first time in 
the history of the United States, an 
employer is forcing an employee to 
participate in an experimental vaccine 
trial as a condition for continued 
employment.” The lawsuit adds, “The 
statute granting the Food and Drug 
Administration (FDA) the power 
to authorize a medical product for 
emergency use requires that the person 
being administered the unapproved 
product be advised of his or her right to 
refuse administration of the product.”1 

Arguing that the hospital 
employees were not allowed to refuse 
an experimental product, the suit 
compares the mandated immunization 
of American healthcare workers for 
COVID-19 to the medical experiments 
the Nazis conducted on unwilling 
volunteers. These atrocities led to 
the Nuremberg Code on Permissible 
Medical Experiments, which states, 
“The voluntary consent of the human 
subject is absolutely essential.” 

In a statement, Houston Methodist 
refuted the charges and said the 
mandate is within the law. “It is legal 
for healthcare institutions to mandate 
vaccines, as we have done with the flu 
vaccine since 2009,” the statement 
read. “The COVID-19 vaccines have 
proven through rigorous trials to be 
very safe and very effective and are not 
experimental.”

When the lawsuit was filed, 99% 
of the hospital’s employees had been 
vaccinated under a mandate program 
that began in early March 2021, says 
Carole Hackett, senior vice president 
of human resources at Houston 
Methodist. Although she could not 
comment further on the legal action, 

Hackett explained in an earlier interview 
that every effort was being made to 
accommodate legitimate exemptions. 
Overall, the Methodist healthcare 
system has about 26,000 employees, she 
says. 

“People have been allowed to submit 
for medical and religious exemptions,” 
she says. “We have also allowed — 
since the clinical trials didn’t have any 
pregnant women in them — all of our 
pregnant employees to have a choice to 
defer the vaccine. They do not have to 
receive the vaccine until they deliver and 
come back into the organization.”

The hospital also is sensitive 
to healthcare workers on fertility 
medications, allowing deferment until 
treatment is over. “Also, another group 
to defer [are] those people who got 
COVID and received monoclonal 
antibodies,” Hackett says. “You cannot 
receive the vaccine until three months 
after you have had that infusion.”

Those who submit a religious 
deferment must name the religious 
authority that supports their action. “It 
doesn’t have to be clergy or a church 
setting,” she says. “It has to be somebody 
who knows this person and can be their 
religious authority.”

“Our policy states if you don’t get 
the vaccine you will be suspended for 
two weeks,” she says. “Hopefully during 
that two weeks, we can answer questions 
and dispel any myths to make sure that 
people have accurate information to 
make the right decision — the decision 
that they choose to make. We respect 
everyone’s choice. We hope they choose 
to get the vaccine, but we understand 
that some will not.” 

The policy called for all employees to 
be vaccinated by June 7, 2021, with the 
lawsuit being filed a little more than a 
week before that deadline. 

“We have a committee of our 
scientists and physicians to help guide 
us.” Hackett says. “All of our decisions 
are based on science. Our legal 

mailto:Customer.Service%40AHCMedia.com?subject=
http://www.ahcmedia.com
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advice was, as long as we had offered 
accommodations — religious and/or 
medical exemptions — mandating the 
vaccine is legal even under EUA. As a 
healthcare organization, we have to keep 
our patients safe and not spread this 
disease.”

More Mandates  

When EUA Lifted? 

Inevitably, this will be settled in the 
courts, but it does raise the question of 
whether the same “experimental vaccine” 
argument could be made after the EUA 
is lifted, which some expect to be done 
for at least one COVID-19 vaccine by 
early July or sooner. 

“My hospital is mandating it as soon 
as it goes from EUA to approval status,” 
says Monica Gandhi, MD, a human 
immunodeficiency virus specialist and 
infectious disease physician at UC San 
Francisco. “I agree with that.”

She cites the recent report of an 
unvaccinated healthcare worker in a 
Kentucky skilled nursing facility (SNF) 
who set off an outbreak that reached 46 
cases. This included 26 residents and 20 
staff members, according to the Centers 
for Disease Control and Prevention 
(CDC). The COVID-19 vaccination 
rate among workers at the facility was 
53%. 

“In a SNF with 90.4% of residents 
vaccinated, an outbreak of COVID-19 
occurred after introduction from an 
unvaccinated, symptomatic [healthcare 
worker],” the CDC reports.2 “Attack 
rates were three to four times as high 
among unvaccinated residents and 
healthcare personnel as among those 
who were vaccinated.” The report 
adds, “The risk for poor outcomes 
among unvaccinated SNF residents is 
highlighted by the hospitalization of 
four of the six unvaccinated, infected 
residents, and two subsequent deaths.”

O n May 28, 2021 — the same date 
a lawsuit was filed by employees 

of Houston Methodist for its COVID-19 
vaccination mandate — a leading federal 
employment discrimination agency said 
employers can require worker vaccinations 
with reasonable accommodations. 

“The federal Equal Employment 
Opportunity (EEO) laws do not prevent 
an employer from requiring all employees 
physically entering the workplace to be 
vaccinated for COVID-19, subject to the 
reasonable accommodation provisions 
of Title VII and the ADA (Americans 
with Disabilities Act) and other EEO 
considerations discussed below,” read 
a post on the website of the Equal 
Employment Opportunity Commission 
(EEOC).1 

Although the issue of mandating 
COVID-19 vaccination of healthcare 
workers seems ultimately headed for the 
courts, the phrase “physically entering the 
workplace” is different from the “condition 
of employment” often used in employer 
policies. 

Reasonable accommodations include 
allowing an appropriately exempted 
employee to wear a face mask, as has 
been done with flu vaccination in many 
facilities, the EEOC states. 

Employees who are not vaccinated 
because of pregnancy may be entitled 
(under Title VII) to adjustments to 
keep working if the employer makes 
modifications or exceptions for other 

EEOC: Employer COVID-19 Vaccine 

Mandates Allowed Under Federal Laws

With reasonable accommodations, anti-discrimination adherence

employees. These modifications may be 
the same as the accommodations made for 
an employee based on disability or religion.

Employers that have a vaccine 
requirement “may need to respond 
to allegations that the requirement 
has a disparate impact on — or 
disproportionately excludes — employees 
based on their race, color, religion, sex, 
or national origin under Title VII; or 
age under the Age Discrimination in 
Employment Act (40),” the EEOC states. 

Employers should keep in mind that 
some individuals or demographic groups 
may face greater barriers to receiving a 
COVID-19 vaccination than others and 
could be negatively affected by a mandate.

“It would also be unlawful to apply 
a vaccination requirement to employees 
in a way that treats employees differently 
based on disability, race, color, religion, sex 
(including pregnancy, sexual orientation, 
and gender identity), national origin, age, 
or genetic information, unless there is a 
legitimate non-discriminatory reason,” the 
EEOC concluded.  n 

REFERENCE
1 .  U .S . Equal Employment Opportunity 

Commission . What you should know 

about COVID-19 and the ADA, the 

Rehabilitation Act, and other EEO laws . 

Updated May 28, 2021 . https://www .

eeoc .gov/wysk/what-you-should-know-

about-covid-19-and-ada-rehabilitation-

act-and-other-eeo-laws

Given the devastating outbreaks 
that have occurred in long-term care 
throughout the pandemic, the issue of 
mandating vaccination of staff in these 
facilities will be a critical inflection 
point in the national debate. Recently, 

the Centers for Medicare & Medicaid 
Services issued an interim final rule 
— open for comment through mid-
July — that requires education about 
the COVID-19 vaccines to residents 
and staff in long-term care and offering 

https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws
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https://www.eeoc.gov/wysk/what-you-should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws
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the shots to all. It also requires nursing 
homes to report the COVID-19 
vaccination status of residents and staff 
to the CDC.3 

While improving vaccination rates 
in long-term care remains a formidable 
challenge, mandated vaccines in hospitals 
have clear precedent.

“We are mandated to get the flu 
vaccine every year in most hospitals — 
with medical and religious exemptions,” 
Gandhi says. “You have to wear masks 
all winter long if you decline to get the 
vaccine. We have to make sure we are 
up on pertussis and the MMR (measles, 
mumps, and rubella) vaccine. Honestly, 
as a healthcare worker I don’t think it 
has to be mandated in all [worksites and 
businesses], but I genuinely think that in 
the healthcare setting it is fair treatment.”

SHEA, APIC Working  

on Position Paper

Ann Marie Pettis, RN, president 
of the Association for Professionals 
in Infection Control and Prevention 
(APIC), says the association is working 
on a joint position paper on the mandate 
issue with the Society of Healthcare 
Epidemiology of America (SHEA).

“It’s a controversial situation, 
primarily because we are still under 
emergency use authorization vs. full 
FDA approval,” she says. “We still 
don’t know about the safety during 
pregnancy. We have some unknowns, 
so I understand the skepticism that is 
out there in the public. It is important 
to acknowledge that and try to address 
people’s concerns with science the best 
we can.”

A SHEA board member concurs, 
saying healthcare messaging aimed at the 
vaccine-hesitant should be given longer 
to work before rushing toward mandates. 
“There are those who still need some 
convincing and persuading because of 

the rapid development of the vaccines,” 
says Rekha Murthy, MD. 

The more people in healthcare that 
are immunized, the better it is for patient 
safety, worker wellness, and lifting public 
trust in the vaccines, Pettis says.

“I think there is a certain 
responsibility when it comes to that,” she 
says. “Quite honestly, without it being a 
condition of employment I’m skeptical 
we will be to get as high [of vaccination 
rates] as we really would like to.” 

Connie Steed, MSN, RN, CIC, 
director of infection prevention and 
control at Prisma Health in Greenville, 
SC, sees more mandatory vaccination 
policies in hospitals as inevitable — 
because they work. 

“When we are able to require 
COVID vaccinations [our 
immunization rates will go up],” she 
says. “Some hospitals have done that 
— but many haven’t because it is still 
under EUA. But I think it will go that 
way. We have mandatory flu vaccination. 
We couldn’t get it above 60%, and 
we are now at 99.6% immunized in a 
12-hospital organization. Mandatory is 
the only way to get it up to speed.”

William Schaffer, MD, a professor 
at Vanderbilt University and nationally 
known vaccine advocate, says he expects 
the EUA designation will be dropped 
soon for the Pfizer vaccine. That said, 
he is somewhat doubtful of widespread 
mandated COVID-19 vaccinations in 
healthcare immediately thereafter. 

“This is still a new, and in many ways, 
a controversial vaccine,” he says. “I would 
be surprised if very many institutions 
move to make it mandatory right away.”

Carrots or Sticks? 

The FDA recently expanded 
Pfizer’s EUA to include COVID-19 
immunization of adolescents 12 
through 15 years of age. Although 

school immunization requirements are 
a time-honored tradition, mandating 
COVID-19 vaccination of children at 
this point in the pandemic could be 
counterproductive, warned Melanie 
Swift, MD, MPH, occupational 
medicine specialist at the Mayo Clinic in 
Rochester, MN. 

“I don’t think it would be terribly 
productive to implement really 
harsh mandates for things that the 
kids need — like the ability to go to 
school — being contingent on being 
vaccinated,” Swift said at a recent 
webinar.4 “Discretionary activities, like 
extracurricular things and trips perhaps, 
but I think there’d be a lot of pushback 
— the clinical trials in children have 
been smaller.”

When a full FDA license is granted 
and the EUA removed, there will be 
parents who will be comfortable with 
immunization and others that remain 
concerned about things like long-term 
safety of the vaccines, she adds. 

“But other incentives would be sort 
of the natural consequences of getting 
vaccinated or not getting vaccinated 
for the quality of life of that kid in 
that family,” Swift said. “So, if you get 
exposed to someone with COVID, and 
you are not vaccinated, you still have to 
quarantine. And that means not going 
to school, that means not going to the 
soccer game, that means not going on a 
school trip.”

The incentives to be vaccinated 
because of these consequences 
might be more effective at increasing 
immunization than a mandate in school 
children.

However, some universities 
and colleges are requiring faculty 
and student immunization for fall 
attendance, including Penn Medicine in 
Philadelphia, which declined comment 
for this story. Various employers, such as 
the transportation industry, may follow 
suit if the vaccine safety and efficacy 
data hold. The vaccines have had only 
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extremely rare serious reactions, such 
as anaphylactic shock in the two-shot 
vaccines and the blood clotting issue that 
temporarily shut down the Johnson & 
Johnson-Janssen one-shot.

“I think it’s really important that 
we remain humble about what’s not 
known,” Swift argued. “There are things 
that we don’t know yet. That’s science. 
Science is not a set of facts. Science 
is a process. And what people should 
be really reassured about is that, even 
though the clinical trials cannot find 
one in a million, or one in 5 million side 
effects, we have incredibly robust vaccine 
safety monitoring programs in our 
country.”  n

Editor’s note: As this issue went to 
press, a federal judge dismissed the lawsuit 
against Houston Methodist for mandating 
the COVID-19 vaccine for all employees. 
The ruling is expected to be appealed, but 
suggests that mandated immunization of 
healthcare workers is going to be hard to 
stop if healthcare facilities decide to adopt 
such policies.   
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Maryland, DC Hospitals Mandate COVID-19 
Vaccine
A “no-brainer” for healthcare workers

A total of 74 hospitals in Maryland  
 and Washington, DC, have 

announced they will mandate the 
COVID-19 vaccine for healthcare 
workers under conditions that may 
vary at individual sites. 

“Maryland’s 60 hospitals and health 
systems are committed to making the 
state’s hospitals safe for every patient, 
every visitor, and every staff member,” 
the Maryland Hospital Association 
(MHA) announced.1 “Each health 
system or hospital will set a date after 
which vaccination against COVID-19 
will be a condition of employment — or 
contract engagement for non-employees 
who work at hospitals. Medical and 
religious exemptions will be determined 
by each health system or hospital.”

All hospitals will continue to require 
other infection control measures for 
COVID-19 as recommended by 
the Centers for Disease Control and 
Prevention, the MHA stated. Rupali 
Limaye, PhD, associate scientist in 

infectious diseases at Johns Hopkins 
University in Baltimore, commented on 
the announcement at a June 9, 2021, 
webinar on vaccine hesitancy.

“Students have always been required 
to have the vaccine to come to campus 
in the fall,” she said. “We just found 
out today that faculty and staff will also 
be required. There was a huge debate 
[on this]. For those of us that have 
been advising on this, I think it is a 
no-brainer. If you are going to have a 
safe campus and to really reduce the risk 
of community exposure, you have to 
require it — in a way that is equitable.” 

Incentives rather than mandates 
probably will work better for the general 
public, she said, mentioning Washington 
state’s “Joints for Jabs” program run by 
the state’s Liquor and Cannabis Board.

“A less restrictive [approach] is going 
to be better for the public because that is 
more likely to engender trust,” Limaye 
said. “However, mandates for those of us 
of who work on medical campuses [are 

appropriate]. We are already required 
to have flu vaccination to come on 
campus.” 

The MHA statement said 
approximately 70% of all Maryland 
hospital employees have been fully 
vaccinated, gaining protective benefits of 
immunization with little side effects. 

The District of Columbia Hospital 
Association (DCHA) released a similar 
statement for its 14 hospitals, estimating 
a 70% immunization rate for healthcare 
workers and telling hospitals to pick a 
date to mandate the vaccine. 

The DCHA also issued 
implementation guidance with its 
consensus statement, calling for hospitals 
to begin developing a policy that 
includes a communication plan and 
addresses exemptions and other issues as 
summarized here. 

Communication plan: Meet in-
person with hesitant employee groups. 
Share facts behind the science, safety, 
and efficacy of the COVID-19 vaccine. 

https://assets.documentcloud.org/documents/20792874/methodist-lawsuit-1.pdf
https://assets.documentcloud.org/documents/20792874/methodist-lawsuit-1.pdf
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Conduct ongoing education sessions 
and town halls on the vaccine. Provide 
physicians, nurses, and pharmacists to 
speak one-on-one with employees who 
request more information via phone, 
text, email, or in-person. 

Scope of policy: Apply to all 
categories of healthcare workers, 
including, for example, employees, 
contractors, volunteers, medical staff 
members, students, vendors, etc. 
Delineate roles and responsibilities 
related to the implementation and 
management of the vaccination policy. 

Outline the consequences of non-
compliance. 

Considerations for new hires: New 
hires must provide evidence of prior 
completion of the vaccination series. 
If not vaccinated previously, share a 
specific timeframe for new employees to 
complete vaccination.  n
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OSHA’s COVID-19 Reg Codifies CDC Guidelines 
May be finalized as a permanent standard in six months

The Occupational Safety and Health 
Administration (OSHA) has issued 

an emergency temporary standard (ETS) 
to protect healthcare workers from 
COVID-19, putting regulatory teeth 
into recommended practices by the 
Centers for Disease Control and 
Prevention (CDC).1 

“OSHA has determined the most 
impactful action we can take at this 
time is to issue an emergency temporary 
standard that is focused on healthcare 
settings where workers are most likely 
to come into contact with someone 
carrying the virus,” Jim Frederick, 
Acting Assistant Secretary of Labor for 
Occupational Safety and Health, said at 
a June 10, 2021, press conference. “This 
includes workers in hospitals, nursing 
homes, and other high-risk areas in 
healthcare settings.”

President Biden issued an executive 
order on Jan. 21, 2021, calling for 
OSHA to take action to protect workers, 
which the agency can do most quickly 
by issuing an ETS.

OSHA determined that healthcare 
workers are in “grave danger” from 
COVID-19 but did not broach the 
controversial subject of vaccine mandates 

some hospitals are adopting. Hospitals 
and other facilities under the regulation 
are required to “provide reasonable time 
and paid leave for vaccinations and 
vaccine side effects.”

The OSHA standard is effective upon 
publication in the Federal Register, which 
Frederick said will be as soon as possible. 
At that point, employers must comply 
with most provisions within 14 days, but 
can take up to 30 days for requirements 

involving physical barriers, ventilation, 
and training. 

“While we are heartened by the pace 
of vaccinations and the current trajectory 
of the virus, not all workers are protected 
yet,” Frederick said. “These are workers 
who go to work day in and day out to 
take care of us — to save our lives. We 
must make sure that we do everything 
in our power to return the favor – to 
protect them while they care for us.” 

A ccording to the Occupational 
Health and Safety Administration 

(OSHA), “OSHA is authorized to set 
emergency temporary standards that take 
effect immediately and are in effect until 
superseded by a permanent standard. 
OSHA must determine that workers 
are in grave danger due to exposure to 
toxic substances or agents determined to 
be toxic or physically harmful or to new 
hazards and that an emergency standard 
is needed to protect them. Then, OSHA 
publishes the emergency temporary 
standard in the Federal Register, where 

What Is an Emergency Temporary Standard?

it also serves as a proposed permanent 
standard. It is then subject to the usual 
procedure for adopting a permanent 
standard except that a final ruling should 
be made within six months. The validity 
of an emergency temporary standard 
may be challenged in an appropriate U.S. 
Court of Appeals.”1  n
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Will ETS Become  

Permanent Standard? 

The temporary standard also serves as 
a proposed permanent standard, which 
means it will be open to review and 
comment for six months before possibly 
being finalized. Although infection 
preventionists historically have preferred 
the flexibility of CDC guidelines to 
regulations, there is some momentum 
for OSHA to finalize the ETS. 

It also could, after the pandemic, 
form the basis for a long-discussed 
infectious disease standard by OSHA, 
but that remains to be seen. 

The ETS requirements generally 
apply to all settings where any employee 
provides healthcare services or healthcare 
support services. “Our estimates are 
that there are approximately 10.3 
million employees or workers in the 
establishments that will need to comply 
with the requirements of the standard,” 
Frederick said. 

OSHA posted a flow chart for 
employers who are unsure if the 
regulation applies to their facility or 
employees.2 

“The ETS does not apply to 
the dispensing of prescriptions by 
pharmacists in retail settings, healthcare 
support services not performed in a 
healthcare setting (e.g., off-site laundry, 
off-site medical billing), and telehealth 
services performed outside of a setting 
where direct patient care occurs,” OSHA 
states in the chart. 

In addition to hospitals and 
nursing homes, the standard applies 
to emergency responders, home 
healthcare workers, and ambulatory care 
facilities where suspected or confirmed 
COVID-19 patients are treated, 
according to an OSHA fact sheet on the 
standard.3 

“The ETS exempts fully vaccinated 
workers from masking, distancing, 
and barrier requirements when in 

well-defined areas where there is no 
reasonable expectation that any person 
with suspected or confirmed COVID-19 
will be present,” OSHA states, which is 
in keeping with CDC guidelines. 

In situations where all employees 
may not be vaccinated, OSHA requires 
employers to “provide and ensure 
each employee wears a facemask when 
indoors and when occupying a vehicle 
with other people for work purposes.”

Employees must “use respirators 
and other PPE (personal protective 
equipment) for exposure to people with 
suspected or confirmed COVID-19, 
and for aerosol-generating procedures 
on a person with suspected or confirmed 
COVID-19,” OSHA states. 

OSHA also has a technical 
requirement on ventilation calling for 
HVAC systems to be used in accordance 
with manufacturer’s instructions and 
design specifications for the systems. 
Air filters must be rated Minimum 
Efficiency Reporting Value (MERV) 13 
or higher if the system allows it.

All healthcare facilities with more 
than 10 employees must develop and 
implement a written COVID-19 
plan that “includes a designated safety 
coordinator with authority to ensure 
compliance, a workplace-specific 
hazard assessment, involvement of 
non-managerial employees in hazard 
assessment and plan development/
implementation, and policies and 
procedures to minimize the risk 
of transmission of COVID-19 to 
employees.” 

The plan does not have to be in 
writing for facilities with 10 or less 
employees, nor do these small sites have 
to create a COVID-19 log. All others 
must establish a log of all COVID-19 
cases in healthcare workers “without 
regard to occupational exposure,” OSHA 
states. Employers also must report 
work-related COVID-19 fatalities and 
in-patient hospitalizations of workers to 
OSHA. 

Enforcement Planned

While essentially codifying CDC 
recommendations, Frederick warned 
that OSHA will continue to respond to 
complaints of unsafe working conditions 
and conduct inspections to ensure 
compliance with the standard.

“Throughout the pandemic, 
healthcare workers in these settings 
continue to be the source of the highest 
number of complaints OSHA has 
received,” he said. 

“We will continue inspections under 
our national emphasis program to hold 
bad actors accountable for failing to 
protect employees. When we open up 
an inspection, we are showing up to 
investigate,” Frederick added.

In a provision protecting workers 
from retaliation, OSHA states healthcare 
facilities must “inform employees of their 
rights to the protections required by the 
standard and do not discharge or in any 
manner discriminate against employees 
for exercising their rights under the ETS 
or for engaging in actions required by the 
standard.”

OSHA requires that regulated sites 
adopt Standard and Transmission-Based 
Precautions consistent with CDC 
recommendations. 

“Ensure all employees receive training 
so they comprehend COVID-19 
transmission, tasks, and situations in the 
workplace that could result in infection, 
and relevant policies and procedures,” 
OSHA states. 

Other key provisions include many 
practices healthcare facilities already have 
adopted, but these now can be enforced 
under the OSHA regulation. These 
include: 

Patient screening and management: 
Limit and monitor points of entry to 
settings where direct patient care is 
provided; screen and triage patients, 
clients, and other visitors and non-
employees; implement patient 
management strategies. 
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CDC said in a statement. “Over the 
next five years, 29,000 cases of HIV/
AIDS were reported in the U.S. With no 
effective treatment available for 15 years, 
death was the only certain outcome.”

As a young physician, Walensky 
saw patients dying of AIDS when the 
medical community could provide little 
but supportive care.

“The epidemic raged in the halls of 
the hospitals and the streets of Baltimore 
where I worked,” she said. “Fifty-
thousand people were dying each year. 
And then we reached a turning point. 
In December 1995 and in 1996, the 
FDA (Food and Drug Administration) 
authorized the first combinations of 
highly effective treatment. My message 
at the bedside changed: You can live.”

Aerosol-generating procedures on 
a person with suspected or confirmed 
COVID-19: Limit employees present to 
only those essential. Perform procedures 
in an airborne infection isolation room, 
if available, and clean and disinfect 
surfaces and equipment after the 
procedure is completed. 

Physical distancing: Keep people at 
least six feet apart when indoors. 

Physical barriers: Install cleanable 
or disposable solid barriers at each fixed 
work location in nonpatient care areas 
where employees are not separated from 
other people by at least six feet.

Cleaning and disinfection: Follow 
standard practices for cleaning and 
disinfection of surfaces and equipment 
in accordance with CDC guidelines in 
patient care areas, resident rooms, and 
for medical devices and equipment. 

In all other areas, clean high-touch 
surfaces and equipment at least once a 

day and provide alcohol-based hand  
rub that is at least 60% alcohol or 
provide readily accessible handwashing 
facilities. 

 Health screening and medical 
management:

• Screen employees before each 
workday and shift. 

• Require each employee to notify 
the employer promptly when the 
employee is COVID-19 positive, 
suspected of having COVID-19, or 
experiencing certain symptoms.

• Notify certain employees within 24 
hours when a person who has been in 
the workplace is COVID-19 positive.

• Follow requirements for removing 
employees from the workplace. 

• For employers with more than 10 
employees, provide medical removal 
protection benefits in accordance with 
the standard to workers who must isolate 
or quarantine.  n
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40 years of HIV: From Fear and Stigma  
to Effective Treatment
But 12 million people globally lack access to treatment

The occurrence of pneumocystosis 
in these five previously healthy 

individuals without a clinically 
apparent underlying immunodeficiency 
is unusual,” the Centers for 
Disease Control and Prevention 
(CDC) reported on June 5, 1981.1

Indeed, it was. What would become 
the ongoing human immunodeficiency 
virus/acquired immunodeficiency 
syndrome (HIV/AIDS) pandemic began 
40 years ago, as of June 5, 2021. Only a 
month later in 1981, the CDC reported 
gay men in New York and California 
with an aggressive cancer called Kaposi 
sarcoma.2

“The first U.S. cases in women were 
reported later that same year,” Rochelle 
Walensky, MD, MPH, director of the 

A constantly mutating retrovirus 
that attacks the immune system directly, 
HIV was isolated as the cause of AIDS 
in 1984. There was initial optimism that 
a vaccine would be forthcoming, but 
it was not to be. The quest continues, 
with multimillions of dollars of research 
ongoing. 

“HIV challenges the standard vaccine 
approaches first and foremost because, 
unlike diseases such as measles and 
chickenpox, no one naturally recovers 
from infection with HIV,” researchers 
note.3 “Without a model for natural 
immunity, researchers do not have a 
way to identify an immune response 
that would be effective against HIV, and 
thus developing an HIV vaccine is much 
more difficult.”
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Shifting Demographics 

HIV incidence decreased by 73% 
in 2019 from the 130,400 reported in 
1984, but about 70% of cases today are 
occurring in Black and Hispanic people, 
according to the CDC. 

“The proportion of infections 
attributed to heterosexual contact was 
higher in 2019 (22%) than in 1981 
(2%),” the CDC reported.4 “[T]he 
proportion of infections among persons 
who inject drugs was lower in 2019 
(7%) than in 1981 (22%).” 

“Despite our extraordinary progress, 
the HIV epidemic in this country 
continues, and we still have much work 
to do” Walensky said. “It is unacceptable 
that 37,000 people are newly diagnosed 
with HIV each year in the United States. 
Disparities in diagnoses and access to 
treatment and prevention persist. More 
than half of new HIV infections are in 
the South, and new infections remain 
high among transgender women, people 
who inject drugs, and Black/African 
American and Hispanic/Latino gay and 
bisexual men.”

The CDC has come a long way since 
that first 1981 report, when it described 
the five men as “active homosexuals” — 
in the first sentence. Thus, began the 
long-standing stigma against those with 
“gay cancer” or the “gay plague.” This 
stigma further undermined the tepid 
federal response. It bears repeating the 
well-documented observation that then-
President Ronald Regan did not say the 
word AIDS publicly until four years into 
the pandemic. 

Much has been gained in research 
and treatment, but it is hard to see the 
glass half-full when there are about 34 
million dead worldwide since that first 
report of five hospitalized men in Los 
Angeles. 

With the amazing effectiveness of 
antiretroviral therapies, people with 
HIV/AIDS can live long lives similar 
to their uninfected peers. Still, in some 

sense, HIV remains much as it began, 
a story of the haves and the have 
nots. Some infected people are living 
normal lives with almost complete viral 
suppression; others wither for the lack of 
that same treatment. 

A ‘Massive Failure’

Monica Gandhi, MD, an HIV 
specialist at UC San Francisco, is 
passionate about the discrepancy 
between those who can access care and 
those who still die of AIDS, untreated. 
“There are 38 million people living with 
HIV worldwide and only 26 million of 
them have access to antiviral therapy,” 
she tells Hospital Infection Control & 
Prevention. “I know that is called a 
success — I call that a total failure. 
Knowing that in the world we have 12 
million people who don’t have HIV 
therapy — that we have had since 1996 
— I call that a massive failure.”

There are great disparities in 
populations with infectious diseases, 
much as we are seeing now with 
COVID-19, Gandhi says. Even in 
the United States, where treatment is 
available, “the people who are doing 
poorly despite having access are those in 
overlapping pandemics of homelessness, 
mental illness, and now COVID,” she 
says. “Those are a lot of the people I 
treat.”

Some attribute the sudden global 
rise of HIV to a sexual revolution that 
included little fear of sexually transmitted 
diseases and a lack of efforts to prevent 
them. Now it is known that unprotected 
anal intercourse greatly increases the 
risk of HIV transmission in both 
heterosexuals and men who have sex 
with men.4 

The reuse of needles also contributed 
to the spread of HIV, particularly in the 
early years of the epidemic. Injection 
drug use still is a risk factor, but 
medical advances largely have stopped 
transmission from the blood supply and 

from mother to infant — at least for 
those who have access to care. 

Panic and Provocateurs 

It is well to remember that driving 
the fear and stigma of HIV in the 
early 1980s was that the transmission 
routes were not clearly established. 
Some provocateurs said it was being 
spread by casual contact, an unnerving 
consideration for what was then a 
terminal disease. 

Healthcare workers worked at mortal 
risk, with some dying after needlesticks 
or other sharps injuries that exposed 
them to patient blood. Blood and body 
fluid precautions were implemented, 
first as “universal” and later “standard” 
precautions. 

With all the current discussion and 
controversy about the origins of SARS-
CoV-2, note also that HIV has long 
been questioned as a manmade virus. 

“Throughout the history of AIDS, 
that has been brought up multiple times 
in the context of oppression and racism,” 
Gandhi says. “I have been studying 
AIDS a long time. No one has been able 
to create a virus.”

These pandemic viruses arise out of 
nature, she says. This pattern likely is to 
continue as humans encroach on animal 
habitats or unsafely farm them in a time 
of rapid global air travel. 

HIV arose in Africa in the last 
century and its natural reservoir is Pan 
t. troglodyte chimpanzees in Cameroon 
and the Congo, researchers report. 
Slaughtered for bushmeat, these 
viruses — including related strains of 
simian immunodeficiency virus — in 
chimpanzee blood found their way into 
humans, virus hunter Nathan Wolfe, 
PhD, has said. (See Hospital Infection 
Control & Prevention, July 2013.)

Much as with COVID-19, the 
initial response to AIDS has been 
criticized heavily. “This public health 
crisis triggered unprecedented activism 
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Has the Unmasked Person Beside You Been 
Immunized for COVID-19?
‘A bit optimistic’ to think vaccine naysayers will comply with masking

The Centers for Disease Control 
and Prevention’s (CDC) recent 

recommendation that those who are 
fully vaccinated against COVID-19 
can shed their masks and drop social 
distancing in many public situations was 
a bridge too far for some critics. 

The general upshot is that the CDC 
should have waited until more of the 
population was vaccinated before 
relaxing basic infection control measures. 
As of a May 28, 2021, update, the CDC 
recommended that fully vaccinated 
people can “resume activities without 
wearing masks or physically distancing, 
except where required by federal, state, 
local, tribal, or territorial laws, rules and 
regulations, including local business and 
workplace guidance.”1

A CDC chart on activities shows 
that unvaccinated people should wear 
masks to “attend a crowded, outdoor 
event, like a live performance, parade, 
or sports event.”2 Vaccinated people can 
attend such events unmasked, as well 
as go to bars and restaurants where the 
unvaccinated should be masked, the 
CDC chart indicates. 

With the mask issue politicized 
early in the pandemic and many now 
declining vaccinations, some question if 
the recommendation assumes a level of 
public trust that generally has not been 
apparent. 

“I think part of the calculation in 
liberalizing the social distancing and 
masking recommendations was to kind 
of incentivize vaccination,” Melanie 
Swift, MD, MPH, occupational 
medicine specialist at the Mayo Clinic, 
said at a recent webinar.3 “It’s a bit 
optimistic to think that the same people 
who have refused to be vaccinated will 
comply with masking on the honor 
system.”

In wanting to convey a message of 
progress and optimism while rewarding 
and encouraging vaccination, the CDC 
seemed to some critics to be suggesting 
the pandemic was over. 

The Infectious Diseases Society 
of America and an organization of 
human immunodeficiency virus (HIV) 
physicians said in a statement that the 
“CDC recommendations should not 
send the message that the pandemic 

is over … [W]e support the CDC 
recommendations, which are based on 
the latest scientific evidence. 

“We also emphasize that the 
recommendations make no change to 
mask-wearing guidance in healthcare 
settings, schools, and public high-
traffic areas including airports, as well 
as on airplanes, buses, and other forms 
of public transportation. Less than 
half of the U.S. population is fully 
immunized. Increased vaccinations will 
be necessary to control and finally end 
the pandemic.”4

Lawrence Gostin, JD, a professor 
at Georgetown University Law Center 
in Washington, DC, said in an emailed 
statement “the CDC is in an impossible 
position facing intense pressure to loosen 
its guidance on masking and distancing 
for vaccinated people. It has now lurched 
from over-caution to abandoning 
caution.”

The problem, pointed out by 
many others, is “it’s still impossible to 
know who is fully vaccinated and who 
isn’t, and it’s unlikely that only those 
fully vaccinated will return to normal 

that drove support for the thousands of 
people dying from the virus each year,” 
Walensky said.  n
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activities,” Gostin said. “The public will 
not feel comfortable in a crowded indoor 
space if they are unsure if the maskless 
person standing next to them is or is 
not vaccinated. The U.S. has no ‘proof 
of vaccination’ system, and the Biden 
administration refuses to support such a 
system of verification.”

Breakthrough Infections

Beyond that unknown, there is 
the rare but real risk of breakthrough 
infection in the fully vaccinated. The 
COVID-19 vaccines, particularly the 
two mRNA shots, are highly effective 
but not perfect. Preliminary results 
from an ongoing multisite case-control 
study of healthcare workers in 25 states 
indicate the two mRNA COVID-19 
vaccines are 94% effective in real-world 
conditions involving work and the 
community, the CDC reported.5

The overall study was not designed to 
measure vaccine breakthrough infection 
rates, but some results show it did occur, 
says lead investigator Tamara Pilishvili, 
PhD, an epidemiologist at the CDC 
National Center for Immunization and 
Respiratory Diseases.

“Breakthrough infections — 
defined in our study as symptomatic 
healthcare personnel testing positive 
for SARS-CoV-2 more than seven days 
after the receipt of the second dose 
of the vaccine — were rare,” she says. 
“During the study period of January 
through March 2021, we detected 19 
[3%] breakthrough infections among 
healthcare personnel out of a total of 623 
case-patients enrolled.”

The CDC also reported a total 
of 10,262 SARS-CoV-2 vaccine 
breakthrough infections recently from 46 
U.S. states and territories as of April 30, 
2021. 

“Even though FDA (Food and Drug 
Administration)-authorized vaccines are 
highly effective, breakthrough cases are 
expected, especially before population 

immunity reaches sufficient levels to 
further decrease transmission,” the 
CDC reported.6 “However, vaccine 
breakthrough infections occur in only a 
small fraction of all vaccinated persons 
and account for a small percentage of all 
COVID-19 cases.”

Consider Local Situation

Another consideration is that some 
communities may not have enough 
vaccine supply, have many locals who 
refuse immunization, or are experiencing 
spikes in COVID-19 infections. 

“Masking should remain in place. 
The local situation is going to be 
imperative,” said Christie Alexander, 
MD, associate professor at Florida State 
University College of Medicine said at 
the webinar.3 

“I think [the CDC guideline] is 
based on science, but we can’t look at 
science in a vacuum,” she said. “In some 
communities, people should probably 
continue to wear masks. It has to be 
individualized in a sense that way.”

Unfortunately, the “blanket 
statement” will be heard differently by 
various groups, including those who 
probably were not vaccinated and wore 
masks as little as possible.

“I have recently been reading some 
articles about how those who aren’t 
vaccinated are like, ‘Oh, great. We don’t 
have to wear masks now,’ Alexander said. 
“That’s where it gets really tricky because 
we’re not going to be wearing armbands 
that say you’re vaccinated. It’s going to 
get really difficult in that regard.”

The irony, of course, could be those 
who are vaccinated — particularly the 
elderly and the immune-compromised 
who may not have mustered a full 
immune response — will be more likely 
to still wear masks around those they do 
not know.

Given all this, the CDC did the 
best it could in a difficult situation with 
the strong incoming vaccine efficacy 

data and some realpolitik demands to 
let the vaccinated go without masks, 
says William Schaffner, MD, a 
nationally known vaccine expert and 
professor at Vanderbilt University School 
of Medicine.

“I had the impression that [the] 
CDC had a fair number of suggestions 
[for the recommendation] from the 
field in public health and infectious 
diseases,” he says. “They thought that the 
effectiveness of this vaccine was so good, 
and cases now were coming down. The 
country had to move in that direction.”

CDC Director Rochelle Walensky, 
MD, certainly heard that message in a 
recent appearance before Congress, he 
says.

“They were saying that you have to 
move forward,” Schaffner says, adding 
the most frequent question public health 
officials and clinicians are asked by those 
who are fully vaccinated is “What can I 
do now that I could not do previously?”

“We needed to provide some 
reward for people who are vaccinated,” 
Schaffner says. “Does that mean all the 
problems go away? Of course not. There 
will be some rascals — people who are 
unvaccinated but take off their masks. 
We will just have to live with that.”  n
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1.  Recently, the federal Equal 

Employment Opportunity 

Commission (EEOC) stated 

that employers can require 

employees to get the COVID-19 

vaccine, with reasonable 

accommodations and within 

existing anti-discrimination laws. 

What was the phrase the EEOC 

used to describe employees?

a . Those physically entering the 

workplace

b . Anyone who works for the 

facility, whether remote or on-site

c . Clinical workers likely to come 

in contact with patients

d . Federal employees only 

2.  Which group was Melanie Swift, 

MD, MPH, describing when 

she said it would be better 

to use incentives rather than 

immediately try to mandate 

COVID-19 vaccination?

a . Surgeons

b . Healthcare vendors

c . Adolescents 12 through 15 

years of age

d . Medical workers in ambulatory 

settings

3.  The Occupational Health 

and Safety Administration 

Emergency Temporary Standard 

on COVID-19 in healthcare 

states that all facilities with 

more than 10 employees must 

develop a:

a . supply chain report on N95 

respirators .

b . written COVID-19 plan .

c . plan for mandatory COVID-19 

vaccinations .

d . hotline for healthcare worker 

grievances .

4.  According to Monica Gandhi, 

MD, it is a “massive failure” 

that how many people globally 

have human immunodeficiency 

virus but no access to HIV 

therapy? 

a . 38 million

b . 26 million

c . 12 million 

d . 3 million
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