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MANY SEE SUCH 
MANDATES AS 
THE WAVE OF 

THE FUTURE, BUT 
OTHERS ADVISE 
CAUTION AND 

PATIENCE TO LET 
STAFF MAKE A 

WILLING CHOICE.

COVID-19 Vaccine Mandates for 
Healthcare Workers Have Begun
‘Mandatory is the only way to get it up to speed’

By Gary Evans, Medical Writer

Houston Methodist Hospital 
is one of the first institutions 
in the nation to mandate 

COVID-19 vaccines for healthcare 
workers and other employees. Many see 
such mandates as the 
wave of the future, 
but others advise 
caution and patience 
to let staff make 
a willing choice 
about a controversial 
vaccine.

While some 
have praised the 
CDC for recently 
allowing vaccinated 
people to unmask 
under many formerly 
restricted conditions, 
others warn it is premature and could 
lead to another surge in SARS-CoV-2 
infections. (See related story in this 
issue.) A similar CDC recommendation 
that vaccinated healthcare workers can 

take breaks together without masks 
was viewed with concern by some 
who questioned the logistics of sorting 
out the immunized from those who 
declined the vaccine.

Houston Methodist 
solved this problem 
the same way they 
did in 2009, when 
the seasonal influenza 
vaccine was mandated 
at the facility with 
limited medical and 
religious exceptions. 
The current annual 
vaccination rate for flu 
is 99.3% at the health-
care system.

“We were one of 
the first hospital systems 

to mandate the flu vaccines,” says 
Carole Hackett, senior vice president 
of human resources at Houston 
Methodist. “We started thinking 
about when a COVID vaccine might 
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be available in June 2020. We had 
to make sure of the efficacy and 
safety, and issues like supply vs. 
demand. [But with these caveats] 
we announced at some point that it 
would be mandatory.”

Leadership First

In March, executives took 
the first vaccines, followed by 
management employees. The latter 
still were receiving vaccines as this 
report was filed, but management 
recorded a 95% immunization rate. 
Executives were at 100%.

“Out of the 1,250 people in 
management, two have left because 
they did not want an exemption and 
they did not want to get vaccinated,” 
Hackett says.

By late March, about 85% of the 
entire staff was vaccinated. New hires 
were immunized as a condition of 
employment.

“Our policy states if you don’t get 
the vaccine, you will be suspended 
for two weeks,” Hackett 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.”

On April 16, the hospital system 
announced all employees — the 
remaining unvaccinated 15% — 
must be fully immunized by June 7.

The Methodist healthcare system 
includes 26,000 employees, Hackett 
says. As of May 18, 97% of hospital 
employees received at least one dose 
of an mRNA two-shot vaccine or 
submitted an exemption.

(Editor’s Note: As this issue went to 
press, a lawsuit was filed by more than 

100 employees of the Houston Methodist 
hospital system against its mandatory 
COVID-19 vaccination policy for 
healthcare workers. “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 states. [https://
bit.ly/3yTFzKL] The plaintiffs also 
argue a vaccine under emergency use 
authorization cannot be mandated. The 
legal fight to mandate the COVID-19 
vaccine likely will play out in many 
other hospitals and work settings. Look 
to Hospital Employee Health as we 
continue to cover this important story.)

“People have been allowed to 
submit for medical and religious 
exemptions,” she explains. “Since the 
clinical trials didn’t include pregnant 
women, we have also allowed 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 taking fertility 
medications, allowing deferment 
until treatment is over. “Also, another 
group to defer is those 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.”

Some healthcare systems have 
decided not to mandate SARS-
CoV-2 immunization until the FDA 
lifts the emergency use authorization 
(EUA) for the COVID-19 vaccines 
approved in the United States. 



74   |   HOSPITAL EMPLOYEE HEALTH® / July 2021 HOSPITAL EMPLOYEE HEALTH® / July 2021   |   75

Hackett says Houston Methodist uses 
a thorough and expert review process 
to mandate any vaccine and will 
continue to follow new developments 
like the need for boosters or seasonal 
shots.

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

Mandatory Is the Way

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.

“When we are able to require 
COVID vaccinations [our immu-
nization 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.”

One issues that brought the topic 
of vaccine mandates to the fore 
was a recent recommendation that 
vaccinated healthcare workers could 
gather without masks in certain 
situations.

“In general, fully vaccinated 
healthcare personnel (HCP) should 
continue to wear source control while 
at work,” the CDC stated. “However, 
fully vaccinated HCP could dine and 

socialize together in break rooms and 
conduct in-person meetings without 
source control or physical distancing. 
If unvaccinated HCP are present, 
everyone should wear source control 
and unvaccinated HCP should 
physically distance from others.”1

Before vaccines were widely 
available, Steed was among the first 
to warn that transmission likely 
was occurring between healthcare 
workers in break rooms seeking relief 
from personal protective equipment 
(PPE) fatigue by removing masks. 
Although the vaccines are proving 
extremely effective, sanctioning these 
practices now raises questions about 
breakthrough infections, variant 
strains that may elude immunization, 
and whether those who freely 
chose not to be vaccinated will feel 
stigmatized.

“I think the CDC guideline for 
break rooms is concerning,” Steed 
says. “How do we know who is vac-
cinated and who isn’t? Even though 
this CDC guidance is out there, a lot 
of healthcare organizations are not 
changing their stance. [Healthcare 
workers] have to take off their masks 
to eat, but we still expect them to be 
careful about the number of people 
in the space and follow the standards 
that are in place.”

The mask policy for break rooms 
remains in effect at Vanderbilt 
University School of Medicine, 
says William Schaffner, MD, an 
epidemiologist at the institution and 
nationally known vaccine advocate.

“There will still be many 
institutions — mine, so far — that 
stipulate we all have to wear masks,” 
he says. “I think that will continue 
to be the case for some time because 
we have such a mix of vaccinated and 
unvaccinated [employees]. It varies 
a lot between institutions, especially 
when you include nursing homes and 
the like, where the level of vaccination 

among the personnel has been 
startlingly low.”

In another recent development 
that may give mandated or voluntary 
vaccination some momentum, the 
CDC reported SARS-CoV-2 airborne 
viral particles can travel beyond 6 
feet, particularly in enclosed, poorly 
ventilated spaces.2 Moreover, studies 
also show the early emphasis on 
environmental surfaces and fomites 
was off target because the virus 
mainly transmits through inhaled 
droplets and particles.3 According to 
the CDC, factors that increase this 
risk include exposure of more than 15 
minutes and if the infected person is 
projecting the virus through singing, 
shouting, or exercising.

Pfizer Might Be First  

to Drop EUA

Schaffner says he expects the EUA 
designation will be dropped soon for 
the Pfizer vaccine, but he is somewhat 
skeptical of widespread mandated 
COVID-19 vaccinations in healthcare 
thereafter.

“Pfizer has put through its 
biological license application,” 
Schaffner says. “The anticipation 
is that will move rather smoothly 
through the process, so that [EUA] 
barrier will probably be removed. 
But this is still a new and, in many 
ways, controversial vaccine. I would 
be surprised if very many institutions 
move to make it mandatory right 
away.”

The FDA recently expanded 
Pfizer’s EUA to include COVID-19 
immunization of adolescents ages 12 
through 15 years. 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 
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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, some 
parents will be comfortable with 
immunization and others will remain 
concerned about things like long-
term safety of the vaccines.

“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. 
“If you get exposed to someone with 
COVID, and you are not vaccinated, 
you still have to quarantine. 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 take the vaccine 
to avoid these consequences might be 
more effective at increasing immu-
nization than a mandate. However, 
some private colleges and universities 
have told their students they must 
take the vaccine to attend this fall. 
Various employers like the transpor-
tation industry may follow suit as 
long as the vaccine safety and efficacy 
data hold.

“I think with the COVID 
vaccine, we will see more types 
of employers actually mandate 
vaccines,” Swift said. “University 
of Pennsylvania Health System has 
already announced that they are now 
mandating their healthcare workers 

take the vaccine. But I think we’ll see 
more than just healthcare.”

That said, some employers might 
try novel approaches to increase 
vaccination rates. “We may see more 
carrots than sticks at first, but I do 
think, ultimately, we’ll see some 
mandates,” Swift said.

Do Not 'Rush  

to Mandates'

Given the contentious nature 
of the pandemic — with outsize 
political interference, record speed on 
vaccine development, and the painful 
revisiting of past medical atrocities 
experienced by people of color — 
public health officials have tried to 
craft empathetic vaccine messages 
from trusted sources. Healthcare 
messaging aimed at the vaccine 
hesitant should be given longer to 
work before “a rush to mandates,” 
says Rekha Murthy, MD, a board 
member of the Society for Healthcare 
Epidemiology of America (SHEA).

“There are those who still need 
some convincing and persuading 
because of the rapid development 
of the vaccines,” she says. “This is a 
complicated matter that has a lot of 
focus and attention. SHEA is in the 
process of evaluating this and will be 
forthcoming with an assessment and 
statement in the next few weeks.”

Mandated policies would seem to 
ride roughshod over the voluntary 
messaging, but it also is clear that 
some antivax adherents will never 
volunteer to take a vaccine. Polls and 
ballpark estimates suggested that 
for the COVID-19 vaccine, it may 
come down to 20%-25% hardcore 
refuseniks, which could leave herd 
immunity at a precarious tipping 
point.

“You have to understand what 
their particular concern is, and 

sometimes their concern is that they 
just believe this is wrong — and you 
can’t move them,” Swift said. “There’s 
no fact-based information that can 
move them.”

These groups also support legal 
challenges against mandates, citing 
among other things, the “informed 
consent” principle used in human 
research ethics. That would be an 
uphill battle in a hospital with frail 
patients — and more than 600,000 
people dead — but legal threats could 
give some conventional workplaces 
pause.

The vaccines have caused only 
extremely rare serious reactions, like 
anaphylactic shock in the two-shot 
vaccines, and the blood-clotting 
issue that temporarily shut down the 
Johnson & Johnson one-shot vaccine.

“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. 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.”

CDC Weighs In

Hospital Employee Health asked 
the CDC to comment on healthcare 
vaccine mandates.

“The federal government does not 
mandate COVID-19 vaccination,” 
says Tamara Pilishvili, PhD, an 
epidemiologist at the CDC National 
Center for Immunization and Respi-
ratory Diseases. “However, whether a 
state, local government, or employer, 
for example, may require or mandate 
COVID-19 vaccination is a matter of 
state or other applicable laws.”
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The historical precedent is seasonal 
flu shots, which are widely mandated 
in healthcare, along with measles 
immunization and shots for other 
vaccine-preventable diseases. Unlike 
these illnesses, Murthy echoes Smith 
in saying too many unknowns with 
COVID-19 remain.

“We don’t know whether COVID 
is going to be a seasonal illness or 
continue ongoing around us,” Murthy 
says. “Variants remain the unknown 
variables in terms of pandemic 
controls.”

Concerning the CDC guidance, 
both for healthcare workers and 
the public — who were told they 

could gather maskless without social 
distancing if they were vaccinated5 
— Murthy noted that CDC 
recommendations must be subject to 
state and local regulations.

“It is important that an assessment 
be made based on local community 
transmission,” she says. “CDC put 
out a statement saying it’s possible, 
but it’s got to be filtered and evaluated 
based on the local conditions.”  n
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CDC ‘Masks Off’ for Vaccinated Draws Flak  
from Experts
Concerns that caveats will be ignored

The CDC’s recommendation the 
vaccinated public can shed their 

masks and not socially distance in 
many situations was condemned by 
some observers who said it will cause 
confusion, noncompliance, and a 
possible spike in cases.

In wanting to convey a message of 
progress and optimism while reward-
ing and encouraging vaccination, the 
CDC seemed to some critics to be 
suggesting the pandemic was over, 
with images of people throwing masks 
in the air like new graduates circulat-
ing on social media.

It may be more a problem 
of communication than policy, 
but many people might skip the 
important caveats included in the 
recommendation, which, as of May 
16, 2021, stated: “If you are fully 
vaccinated, you can resume activities 
that you did prior to the pandemic. 
Fully vaccinated people can resume 

activities without wearing a mask or 
physically distancing, except where 
required by federal, state, local, 
tribal, or territorial laws, rules, and 
regulations, including local business 
and workplace guidance.”1

‘It’s Still Impossible  

to Know’

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 overcaution 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 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.”

The Infectious Diseases Society 
of America and an organization of 
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 
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well as on airplanes, buses, and other 
forms of public transportation. Less 
than half of the U.S. population is 
fully immunized. Increased vaccina-
tions will be necessary to control and 
finally end the pandemic.”2

Touching on the general percep-
tion of unclear messaging and that 
the announcement took some public 
health officials by surprise, IDSA 
concluded by stating, “CDC com-
munication and coordination with 
state and local health departments 
and clear, actionable messages to the 
public remain critical to safely relax-
ing mitigation measures.”

Do Not Make Perfect 

the Enemy of Good

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 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 re-
ward 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.”

Some communities may not have 
enough vaccine supply, many locals 
who refuse immunization, or spikes 
in COVID-19 infections. “Masking 

should remain in place. The local 
situation is going to be imperative,” 
said Christie Alexander, MD, asso-
ciate professor at Florida State Uni-
versity College of Medicine. “I think 
[the CDC guideline] is based on 
science, but we can’t look at science 
in a vacuum,” she said at a recent 
webinar. “In some communities, 
people should probably continue to 
wear masks. It has to be individual-
ized in a sense that way.”3

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 — par-
ticularly 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.

“I think part of the calculation 
in liberalizing the social distancing 
and masking recommendations was 
to kind of incentivize vaccination,” 
said Melanie Swift, MD, MPH, 
occupational medicine specialist at 
the Mayo Clinic. “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.”3

Speaking at the same webinar, 
Swift recommended healthcare 
workers err on the side of caution 
in the community as the vaccine 
is not perfect and some people 
might contract an asymptomatic 
infection. It also bears repeating that 
even mild infections could lead to 
“long COVID-19” in those who 
decline vaccination. Unfortunately, 
vaccinating after this miserable 
panoply of neurological symptoms 
has set in — sometimes indefinitely 
— does little good.  n
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“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.”
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Moderna, Pfizer Vaccines Showing Strong 
Protection in Healthcare Personnel
CDC: Employees protected at work, in their communities

P reliminary results from an 
ongoing multisite case-control 

study of healthcare personnel (HCP) 
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.1 The study is 
underway at 33 sites, with 75% of 
enrolled healthcare workers employed 
at acute care hospitals.

“This study adds to the grow-
ing body of evidence that confirms 
mRNA COVID-19 vaccines’ real-
world effectiveness,” says lead inves-
tigator Tamara Pilishvili, PhD, an 
epidemiologist at the CDC National 
Center for Immunization and Respi-
ratory Diseases. “Our study evaluated 
effectiveness against symptomatic ill-
ness among healthcare personnel who 
are at increased risk for exposure to 
SARS-CoV-2 both at the workplace 
and in the community.”

The CDC study revealed “a 
single dose of Pfizer-BioNTech or 
Moderna COVID-19 vaccines to be 
82% effective against symptomatic 
COVID-19, and two doses to be 
94% effective.”

Case-patients and control partici-
pants were identified through routine 

employee testing performed based 
on site-specific occupational health 
practices.

“HCP with a positive SARS-
CoV-2 polymerase chain reaction 
(PCR) or antigen-based test result 
and at least one COVID-19-like 
illness symptom were enrolled as 
case-patients, and HCP with a nega-
tive SARS-CoV-2 PCR test result, 
regardless of symptoms, were eligible 
for enrollment as controls.”

Vaccination records, including 
dates and type of COVID-19 vaccine 
received, were obtained from oc-
cupational health at the sites. “As of 
March 18, 2021, 623 case-patients 
and 1,220 controls had been en-
rolled,” the CDC reported. “The 
median ages of case-patients and 
controls were 38 years (range = 19-69 
years) and 37 years (range = 19-76 
years), respectively. The majority 
of HCP (60% of case-patients and 
64% of controls) were women who 
worked in occupational categories 
with substantial anticipated direct 
patient contact.”

Some of these variables, such 
as the predominantly white and 
relatively young age of healthcare 
workers, may limit extrapolating 

the vaccine efficacy reported to the 
general population, the CDC said.

Hospital Employee Health asked 
Pilishvili for further comment in the 
following interview, which has been 
edited for length and clarity.

HEH: COVID-19 symptomatic 
illness was reduced by 94% among 
those vaccinated, according to the 
assessment. Does that mean the 
“breakthrough” infection rate is 6%? 
Can you elaborate on this issue of 
immunization and breakthrough 
infections?

Pilishvili: Effectiveness of 94% 
can be interpreted in simplified 
terms as a 94% reduction in risk 
of symptomatic illness among 
those vaccinated with two doses of 
mRNA vaccine compared to risk 
among unvaccinated. The rate of 
breakthrough infection is related to 
vaccine effectiveness but could not 
be estimated using this study design. 
Breakthrough infection (defined 
in our study as symptomatic HCP 
testing positive for SARS-CoV-2 
more than seven days after the receipt 
of the second dose of the vaccine) 
were rare. During the study period 
(January through March 2021), we 
detected 19 breakthrough infections 
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among healthcare personnel out of a 
total of 623 case-patients enrolled.

HEH: What symptoms did 
vaccinated HCP experience?

Pilishvili: Nineteen infections 
among healthcare personnel who 
received two doses of mRNA vaccine 
were detected. None of these case-
patients were hospitalized for their 
illness. A smaller proportion of 
fully vaccinated cases compared to 
partially vaccinated or unvaccinated 
case-patients experienced fever, 
cough, shortness of breath, and other 
symptoms of COVID-like illness (e.g., 

11% reported fever compared to 40% 
of all case patients; 21% had cough 
compared to 56% of all case-patients, 
and 11% had shortness of breath, 
compared to 26% of all case-patients).

HEH: Do you think this proof of 
high vaccine efficacy can be used to 
increase immunization rate among 
HCP who have declined COVID-19 
shots?

Pilishvili: The results of this study 
add to the growing body of evidence 
demonstrating the effectiveness of 
mRNA vaccines in a real-world setting 
and should help reassure the public 

on the benefits of vaccination. We 
are encouraged by the results and 
hope they help improve vaccination 
rates among healthcare personnel and 
general population.  n
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OSHA Cites Violent Attacks  
on Healthcare Personnel
COVID-19 occupational standard may be imminent

The problem of longstanding 
violence against healthcare 

personnel has been overshadowed by 
the pandemic, but it is receiving more 
attention from the Occupational 
Safety and Health Administration 
(OSHA).

A federal administrative law judge 
has determined that a Bradenton, 
FL, behavioral healthcare center and 
its management company exposed 
workers to more than 50 attacks in a 
2.5-year period, OSHA announced.

“Residents kicked, punched, 
bit, scratched, pulled, and used 
desk scissors as a weapon,” OSHA 
stated. “Both entities deserved to be 
sanctioned for destroying surveillance 
videos showing this workplace 
violence.1

The ruling names Premier Behav-
ioral Health Solutions of Florida Inc., 
which operates as Suncoast Behavioral 
Health Center.

“The judge’s decision follows an 
OSHA investigation at Suncoast in 

2017 after a patient jumped over a 
nurse’s station and stabbed an em-
ployee with a pair of scissors,” OSHA 
stated. “OSHA determined UHS of 
Delaware and Suncoast exposed em-
ployees to workplace violence hazards 
that included physical assaults and 
attacks on staff. OSHA cited Premier 
Behavioral Health Solutions and 
UHS and proposed penalties totaling 
$71,137.”

The judge found existing violence 
prevention measures were inadequate, 
and assessed a penalty of $12,934. 
The employers were ordered to pay 
$9,600 in attorney’s fees for the 
destruction of video surveillance 
evidence.

UHS and Suncoast should 
implement abatement measures, 
including:

• creating a comprehensive 
workplace violence prevention 
program;

• staffing all shifts on all units 
with specialized security personnel to 

monitor patients and respond to acts 
of patient aggression;

• performing practice drills to 
respond to acts of patient aggression;

• reconfiguring the nurse’s station 
to prevent patients from jumping 
over it.

COVID-19 Standard 

Under Final Review

As this story was filed, OSHA 
had completed a proposed emer-
gency temporary standard to protect 
healthcare workers and other employ-
ees from SARS-CoV-2 occupational 
infections. The standard is under 
further government review, and the 
specific regulatory requirements have 
not been revealed in any detail.

“In response to the [pandemic] 
devastation, President Biden issued 
an executive order that directed the 
Department of Labor to consider 
whether any emergency temporary 
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standards were necessary to keep 
workers safe from the hazard created 
by COVID-19,” OSHA stated.2 
“On Monday, April 26, OSHA 
sent draft standards to the Office of 
Management and Budget’s Office of 
Information and Regulatory Affairs 
for review after working with its 
science-agency partners, economic 
agencies, and others in the U.S. 
government to get the proposed 
emergency standard right.”

OSHA further stated that $100 
million in additional funding granted 
under the American Rescue Plan 
of 2021 will be used in part to hire 
more than 160 new critical personnel, 
including compliance safety and 
health inspectors.

“The health and safety movement 
has been fighting for mandatory 
COVID rules in the workplace since 
this pandemic started,” said Jessica 
Martinez, co-executive director of the 
National Council for Occupational 
Safety and Health. “There is no public 
agency that is tracking the number 
of workers who have died from 
workplace exposure to COVID.”3

Martinez urged rapid implemen-
tation of the measure in a recent 
national commemoration for workers.

“We are hopeful that it is 
comprehensive and provides sufficient 
protections,” she said. “At the very 
minimum, we are aware that the 

standard mandates that employers 
must have a [COVID-19] prevention 
program in place that allows for 
workers to provide input.”

An argument still could be made 
against mandates seen as draconian, 
as more workers are vaccinated. Even 
if they do not take the vaccine, some 
have argued they are more at risk in 
the community than the controlled 
healthcare environment. However, 
OSHA has considerable political 
momentum, not the least of which is 
President Biden’s working-class roots. 
They certainly could argue a standard 
now would protect workers in the 
next pandemic, as CDC guidelines 
were ignored and politicized when the 
pandemic started in the United States 
in 2020.

Then, there are the personal stories 
from workers who lost co-workers. 
Pascaline Muhindura, RN, a critical 
care nurse at a hospital in Kansas 
City, MO, and a member of National 
Nurses United, spoke at the national 
commemoration for workers.

“I am here today to remember 
my colleagues and all the nurses and 
frontline workers who have lost their 
lives because our employers did not 
give us the protections we needed 
for the COVID pandemic,” she said. 
“In January 2020, nurses urged our 
employers to prepare for COVID. 
They didn’t.”

Muhindura blames the lack of 
readily available N95 respirators for a 
COVID-19 exposure from a patient, 
which led to the fatal infection of her 
co-worker, Celia Yap Banago, in April 
2020.

“Despite Celia’s death, the hospital 
continues to ration N95s,” she says. 
“Management is still forcing us to 
unsafely reuse the same N95 for our 
entire shift.”3

Nurses need mandatory rules, not 
voluntary guidelines, she said.  n
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FDA Actions: Needle Hazards, Antibody Testing 
for Immunity
Needlesticks result from malfunctioning safety syringe

Due to “needle safety device 
failures” — some of which 

led to needlesticks — the FDA is 
recommending healthcare providers 
stop using certain syringes and 
needles manufactured by Guangdong 
Haiou Medical Apparatus Co., Ltd. 
(HAIOU).

The FDA is recommending the 
action as it evaluates the products. 
So far, HAIOU has not initiated a 
voluntary recall.

On April 20, the FDA issued an 
import alert to block the devices 
from entering the United States. 
The FDA and federal partners are 
working to identify where these 
devices are in use to inform sites of 
the device failures.

The FDA reports incidents 
“where needles were reported to 
have detached from these HAIOU 
syringe and needle configurations 
and remained in the patient’s arm 
after injection, or the needle safety 
function failed — for example, did 
not activate or did not retract — and 
a small number of incidents involv-
ing accidental needlestick injuries to 
healthcare providers. The FDA is not 
aware of any instances where surgery 
was needed to remove a needle.”1

Risks of needle safety device 
failures and detachment in a person’s 
arm could include pain, infection, 
and surgery (if the needle breaks 
in a person’s arm). Healthcare 
workers also face risk of contracting 
bloodborne pathogens involving 
accidental needlestick injuries.

The device failures have been 
reported for these HAIOU syringe 
and needle configurations:

• 1 mL syringe with 25G × 1-inch 
needle;

• 1 mL syringe with 23G × 1-inch 
needle.

The FDA recommends providers:
• remove needle and syringe 

configurations manufactured by 
HAIOU from inventory until 
further notice. Facilities that decide 
to dispose of the unused products 
should follow facility processes for 
sharps disposal.

• do not purchase these HAIOU 
configurations until further notice.

• note the syringes and needle 
configurations might be available as 
individual units or part of a kit.

• report any issues with the quality 
or performance of these devices to the 
FDA.

There are no reports of concerns 
with other products (such as gloves, 
alcohol pads, etc.) that may be 
provided in kits with the needle and 
syringe configurations, but these 
devices should not be used.

Antibody Tests and 

COVID-19 Vaccine

The FDA issued a reminder to 
the public and healthcare providers 
that results of SARS-CoV-2 antibody 
tests should not be used to evaluate 
a person’s level of immunity or 
protection from COVID-19 at any 
time — especially after receiving a 
COVID-19 vaccine.

Although positive antibody test 
results can help identify people 
who may have been infected, more 
research is needed in those who 

have taken a vaccine. SARS-CoV-2 
antibody tests have not been evalu-
ated to assess the level of protection 
provided by an immune response to 
COVID-19 vaccination. If antibody 
test results are interpreted incorrectly, 
people might be emboldened to take 
fewer precautions against exposure. 
Taking fewer steps to protect against 
COVID-19 can increase their risk 
of infection and result in the wider 
spread of the virus.

At this time, the FDA is recom-
mending those vaccinated not use 
antibody tests to confirm immunity. 
“If the results of the antibody test 
are interpreted as an indication of a 
specific level of immunity or protec-
tion from SARS-CoV-2 infection, 
there is a potential risk that people 
may take fewer precautions,” the FDA 
warned.2 “Do not interpret the results 
of qualitative, semi-quantitative, or 
quantitative SARS-CoV-2 antibody 
tests as an indication of a specific 
level of immunity or protection from 
[infection after] a COVID-19 vac-
cination. While a positive antibody 
test can indicate an immune response 
has occurred, and failure to detect 
such a response may suggest a lack of 
immune response, more research is 
needed.”

People who received a COVID-19 
vaccination can follow the CDC’s 
recommendations for fully vaccinated 
people, the FDA noted, adding that a 
positive test result on an antibody test 
could mean a previous SARS-CoV-2 
infection.

“A COVID-19 vaccination may 
also cause a positive antibody test 
result for some but not all antibody 
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tests,” the FDA stated. “You should 
not interpret the results of your 
SARS-CoV-2 antibody test as an 
indication of a specific level of 
immunity or protection from SARS-
CoV-2 infection.”

For those unvaccinated, a positive 
antibody test does not necessarily 
indicate sufficient immunity and 
protection from infection.

“Antibodies are proteins created 
by your body’s immune system 

soon after you have been infected 
or vaccinated,” the FDA explained. 
“SARS-CoV-2 antibody or serology 
tests look for antibodies in a blood 
sample to determine if an individual 
has had a past infection with the virus 
that causes COVID-19. These types 
of tests cannot be used to diagnose a 
current infection.”  n
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U.S. COVID-19 Deaths 58% Higher  
Than Reported

I t has been known for some time 
that the official numbers of 

COVID-19 cases and mortality are 
an undercount, due in part to the 
lack of an active national surveillance 
program.

For example, reports indicate there 
still are refrigerator trucks full of 750 
COVID-19 dead in New York City.1 
Maybe these have been counted, but 
there are many more who have not 
been.

Robert Redfield, immediate past 
director of the CDC, estimated at one 
point there probably were eight times 
as many cases as were actually report-
ed nationally. He did not comment 
on the mortality data. Although it has 
remained something of a mystery, the 
consensus was there are more deaths 
than what has been reported.

With many COVID-19 deaths 
unreported in the United States, 
researchers estimate the actual death 
toll of the pandemic is closer to 1 
million than the 574,043 reported 
from March 1, 2020, to May 3, 
2021.2

Looking at excess mortality data, 
researchers at the University of 
Washington’s Institute for Health 
Metrics and Evaluation (IHME) 

calculated 905,289 COVID-19 
deaths occurred in the U.S. during 
that period. That is 58% higher than 
the official numbers. Moreover, they 
estimate COVID-19 has caused 
6.9 million deaths globally, more 
than double the official count. 
“Understanding the true number 
of COVID-19 deaths not only 
helps us appreciate the magnitude 
of this global crisis, but also 
provides valuable information to 
policymakers developing response 
and recovery plans,” IHME Director 
Chris Murray, MD, DPhil, said in 
statement.

IHME estimated total COVID-19 
mortality by calculating anticipated 
deaths from all causes in pre-
pandemic data. They compared the 
number to all-cause deaths in the 
pandemic and determined excess 
mortality. That figure was analyzed to 
remove deaths indirectly attributable 
to the pandemic (i.e., people who 
experienced heart attacks because 
they could not or would not see their 
cardiologist during the pandemic). 
Another factor to sort out is deaths 
averted by the pandemic, like fewer 
traffic accidents and other incidents 
related to decline in mobility.

“The resulting adjusted estimates 
include only deaths directly due to the 
SARS-CoV-2 virus,” they concluded.

The analysis shows the United 
States recorded more COVID-19 
deaths in the period studied than any 
other country. India followed with 
an estimated 654,395 deaths for the 
period, as opposed to the country’s 
official count of 221,181. Third was 
Mexico with 617,127 calculated 
deaths for the period, almost threefold 
the official count of 217,694.

“Many countries have devoted 
exceptional effort to measuring the 
pandemic’s toll, but our analysis shows 
how difficult it is to accurately track a 
new and rapidly spreading infectious 
disease,” Murray said.  n
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1. Which is true regarding 

Houston Methodist Hospital’s 

religious exemption policy for 

COVID-19 vaccination?

a . The exemption must be 

signed by a leader from a list of 

approved organized religions .

b . Leadership must verify the 

healthcare worker attends 

worship services .

c . The religious exemption does 

not have to involve clergy or a 

church setting .

d . The worker must explain the 

basic tenets of the religion .

2. A CDC study of vaccinated 

healthcare workers revealed the 

Pfizer-BioNTech and Moderna 

COVID-19 vaccines are 94% 

effective against symptomatic 

infection after full immunization 

with two doses. What is the 

efficacy after one dose of these 

vaccines?

a . 50%

b . 67%

c . 75%

d . 82%

3. According to OSHA, a federal 

administrative law judge 

determined a behavioral 

healthcare center and its 

management company exposed 

workers to more than 50 

attacks in a 2.5-year period. 

What other “bad faith” action 

drew an additional fine?

a . Discontinuation of antiviolence 

training

b . Altering the written records of 

reported assaults

c . Refusal to improve lighting in 

several areas of the facility

d . Destruction of video 

surveillance evidence

4. According to an analysis, the 

COVID-19 death toll is what 

percentage higher than the 

deaths officially reported?

a . 58%

b . 25%

c . 33%

d . 16%


