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Leapfrog Patient Safety Group 
Pushing for Lower HAI Rates
After pandemic increases infections, pressure on to lower rates

The Leapfrog Group, a patient 
safety watchdog organization, 
is redoubling efforts to prevent 

healthcare-associated infections (HAIs) 
and other adverse events that have 
increased during the pandemic as it 
examines data and results from its policy 
suggestions.

“We are not taking our foot off the 
gas on requiring hospitals to put an 
extremely high priority on preventing, 
addressing, and transforming their 
operations so that they don’t have this 
level of infections,” said Leah Binder, 
president and CEO of Leapfrog. “We 
need to get back on track by bringing 
them down.” 

Many important HAIs increased 
in 2020 during the chaos of the 
pandemic. Data from the Centers 
for Disease Control and Prevention 
(CDC) revealed the rate of central 
line-associated bloodstream infections 
was 47% higher than 2019 in the last 

half of 2020. The CDC also found 
that catheter-associated urinary tract 
infections, ventilator-associated events, 
and methicillin-resistant Staphylococcus 
aureus (MRSA) infections rose sharply in 
2020.1 (See Hospital Infection Control 
& Prevention, October 2021.)

In some cases, incremental gains over 
several years were wiped out, as infection 
preventionists (IPs) tried to deal with 
the pandemic and incoming COVID-19 
cases. “There is ongoing concern about 
all the ground we lost in terms of HAI 
reduction,” says Ann Marie Pettis, RN, 
BSN, CIC, president of the Association 
for Professionals in Infection Control 
and Epidemiology (APIC). 

“We are really trying very hard to 
put that genie back in the bottle, but 
with the Delta surges and everything 
else, it does make it difficult,” she adds. 
“We cannot lose sight of the multidrug-
resistant organisms like MRSA and 
Candida auris.”

Omicron: Superspreader, Low 
Severity? Although the emerging 
Omicron variant of COVID-19 is 
“blowing through” previously 
infected and vaccinated people in 
South Africa, there are indications 
that the highly mutated virus will 
cause less severe disease  .  .  . 4

Will New Variant Overtake Delta? 
Whether Omicron will supplant 
the Delta variant and become the 
predominant SARS-CoV-2 strain in 
the United States remains unknown, 
but the initial signs from South Africa 
suggest that the highly mutated 
emerging virus might dethrone 
the reigning variant by sheer 
transmissibility   .  .  .  .  .  .  .  .  .  .  .  . 8

HCW, Get Thee Vaccinated! Even 
as a federal mandate to vaccinate 
healthcare workers against COVID-19 
is facing court challenges, a new 
analysis finds that immunization of 
medical personnel stalled out in fall 
2021 and only now may be improving 
incrementally   .  .  .  .  .  .  .  .  .  .  .  .  . 9

Vaccine Mandates Bound for 
Supreme Court? Snarled in 
injunctions and a thicket of other 
legal maneuvers, the federal 
COVID-19 vaccine mandates for 
healthcare workers and employees of 
large companies may be heading to 
the high court .   .  .  .  .  .  .  .  .  .  .  . 10
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The Leapfrog Group, which 
represents employers and other 
healthcare payers, has pushed the 
healthcare industry on patient 
safety and data transparency for two 
decades. It issues an annual survey 
of quality measures to healthcare 
facilities. The group may assign 
grades based on the responses and 
give awards for high-achieving 
organizations. 

The group is something of 
double-edged sword for IPs: 
It can use its clout to demand 
more resources for IPs, but also 
puts pressure on them to prevent 
infections in multiple settings.

 

Hand Hygiene Standard

For example, the group raised 
its hand hygiene standard just 
before the pandemic hit, putting 
many IPs in a difficult position to 
meet the requirements. In part, the 
standard requires that hospitals and 
ambulatory surgery centers collect 
compliance data on at least 200 
hand hygiene opportunities monthly, 
providing feedback to those who 
touch patients or items used by 
patients. Direct observation or an 
electronic compliance monitoring 
system can be used.

Leapfrog is pushing for the latter, 
but wanted to include a low-tech 
alternative, said Binder, who spoke 
at a recent “fireside chat” webinar 
with Devin Jopp, EdD, MS, CEO 
of APIC. 

“I recognize that this is a difficult 
standard,” Binder said. “We have 
always had a hand hygiene standard 
on our survey, but we elevated it. 
Now the elevation of that standard 
happened prior to COVID — we 
just put the finishing touches on it 
at the end of 2019. So, we did not 
know about the [coming] pandemic, 

but a panel of top experts in infection 
prevention and hand hygiene — 
from a variety of fields in the research 
— came to the table and really said, 
‘It’s time.’ I have to agree.”

Still, realizing the high bar set 
by the standard, Leapfrog has not 
“dinged” any hospitals yet, but plans 
to take the gloves off in the new year, 
she said.

“We’re looking at the fall of 2022 
when there will be consequences if 
they’re not reaching the highest levels 
of the standard,” Binder said. 

The hand hygiene standard 
is based on the World Health 
Organization’s standard of 
monitoring at 200 handwashing 
encounters a month at the unit level, 
she said. 

“That got a lot of attention, 
because that’s a lot to do,” Binder 
said. “The best way to be able to 
do that is to have an electronic 
monitoring system.” Binder 
acknowledged that such a system will 
require an investment, but added, “It 
is not sending a human being to the 
moon to have electronic monitoring. 
Other industries do this routinely for 
anything where there’s a great deal of 
risk involved. And in this case, there 
is a lot of risk involved, for everyone 
— for the worker and for the patient, 
as well as the family members who 
are visiting.” 

The feedback, training, and 
educational aspects of the standard 
were pioneered by IPs, she noted. 
The standard has helped some 
IPs justify the purchase and 
implementation of electronic hand 
hygiene monitoring systems, Jopp 
added.

“That is part of the reason why 
this relationship [with Leapfrog] is 
such an important one, I know, to 
us at APIC,” Jopp said, adding that 
one of APIC’s key strategic goals is to 
elevate the influence of IPs.

mailto:Customer.Service%40AHCMedia.com?subject=
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Leapfrog May Help IP 

Presence

“There’s a lot of competing 
demands within these organizations 
for attention, and the infection 
prevention unit and leadership 
sometimes get lost in that,” Jopp said. 
“One of the things that we really 
want to see happen is building that 
linkage where IPs have the ability to 
reach out and elevate concerns, and 
really get to the level of the senior 
leadership in the organization.” 

Leapfrog is open to using its 
influence to bolster IP programs and 
get needed resources, Binder said, 
asking, “What can we do from the 
outside, as purchasers who are driving 
some of the revenues — significant 
portions in some cases, of revenues in 
these hospitals? How can we highlight 
the importance of the IP?” 

The message needs to reach the 
executive level, possibly chief financial 
officers and CEOs, Jopp said.

“There’s tremendous opportunity 
for employers to be drivers of some of 
this change, to your point,” he said. 
“I think, coming out of this, these are 
some of the conversations we need 
to have. How do you fix this for all 
organizations, so it’s not just, ‘Here 
are the islands that did it really well 
and those that did really poorly.’”

Beyond hand hygiene monitoring, 
Leapfrog will continue to push for 
healthcare innovation, Binder said.

“The whole healthcare system 
now has completely transformed 
telemedicine,” she said. “That’s now 
a norm in the healthcare system, and 
it seemed like it happened overnight 
once we had the pandemic. That has 
taught us that innovation is possible. 
We now know that. So, watch out, 
we’re going to look for some more 
innovation at Leapfrog. We’re also 
going to try to be more cutting-edge 

in how we think about the digital 
transformation.”

Providing another example, Jopp 
said the whole issue of masks and 
respirators must be addressed.

“Having masks that actually fit 
and they don’t have to be fit tested,” 
he said. “We started realizing early on 
that masking is really important. IPs 
knew that always — everybody needs 
an N95 mask. Well, you couldn’t 
get them, or if you could get them, 
who’s going to fit test them? So, I 
think looking ahead, it’s how do you 
get smarter about the kinds of PPE 
(personal protective equipment) 
or other [IP] tools we have in the 
workplace?”

Public Reporting Beyond 

the Hospital

With transparency a key tenet 
of its mission, Leapfrog sees public 
reporting of infections as a path to 
improved quality of care. 

“We are recommitting to our 
advocacy efforts around public 
reporting of infections, but not just 
[in] hospitals,” Binder said. “We need 
reporting to the CDC [from] nursing 
homes, ambulatory surgery centers, 
and other settings. I think it’s very 
important that we start to have that 
in place. So that if — God forbid — 
we have another pandemic, we won’t 
have to wait for nursing homes, for 
instance, to get used to reporting to 
the CDC. That [happened] in this 
pandemic. It took them months to 
get it right because they weren’t used 
to it.”

It is a preparedness issue, but it 
is also really an issue for all who use 
healthcare, she said. It is something 
that cannot be ignored because 
“we know that these infections are 
taking place,” Binder said. “We’re 
recommitted around the policy 

objective of public reporting and 
CDC reporting. So far, the [Biden] 
administration has actually funded 
more reporting for all those settings, 
which is good.”

Given this push by Leapfrog 
and the continued movement of 
healthcare delivery beyond the 
hospital, surveillance for infections 
is going to be a challenge, Jopp 
said. APIC has called for undiluted 
infection program requirements 
in long-term care. Likewise, the 
longstanding problem of identifying 
surgical site infections after discharge 
will not get any easier as more 
complex procedures and joint 
replacements are performed on an 
outpatient basis. 

“With that comes a whole 
new level of complexity around 
‘distributive infection prevention 
control,’ which we have to figure 
out,” he said. “There’s no bones about 
it. But it is going to take investment, 
too. It’s not just as easy as saying, 
‘Well, we’re going to get them out of 
the hospital and, phew, we don’t have 
to worry about infection prevention.’”

On the contrary, HAI surveillance 
systems will have to cast a wide net 
to capture infections beyond the 
hospital, he added. 

“And again, that’s where we come 
in,” Binder said. “We need to say, 
‘Here’s what employers care about, 
here’s the standards they would have,’ 
and in doing so, hopefully elevate 
the influence of infection control 
specialists and the leaders who are out 
there trying to make this happen.”

The Risk-Benefit  

of Visitors

Another issue that Leapfrog is 
exploring is the effect of restrictions 
on visitors during the pandemic. “We 
have heard from a number of nurses 
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that [visitor bans] were problematic 
for them,” she said. “They realized 
through this the extent to which they 
have depended on patient families to 
help them — to be their eyes and ears 
at the bedside. So, it seems like it’s 
had a real impact.”

The role and responsibilities of 
visitors to observe infection measures 
might need to be rethought, given 
the effect on nurses who already are 
short-staffed in many areas. Jopp 
shared a personal example, saying his 
dad helped his mother remain mobile 
during a recent hospitalization. 

“My dad was there every day, 
helping her get out of bed, walking 
her around,” he said. “Those are 
things that the healthcare workers 
didn’t have to do because he was there 
and doing that. So, her outcome was 
improved by his engagement process.”

Visitors also can help alleviate 
the loneliness and isolation that can 
lead to depression and worse patient 
outcomes, he said. On the other 
hand, it was found — particularly 
early in the pandemic — that visitors 
to nursing homes were spreading 
SARS-CoV-2, he said. Visitor bans or 

limitations became common policy 
across healthcare facilities. 

“I think it was certainly the right 
move at the right time, but the 
question coming out of this is, ‘Well, 
how do you build a better mouse 
trap?’” Jopp said. “Are there ways we 
can [rethink] visitation policies? That 
might be a fruitful area for both of 
our organizations to study together.”

Increased vaccination and, 
perhaps, improvements in rapid 
testing could “allow us to get some 
level of assurance that a person 
walking in the door isn’t carrying 
COVID or whatever the next virus 
is,” he said. 

Jopp asked Binder how APIC and 
IPs can best support Leapfrog’s work, 
describing employers as the ultimate 
consumer of healthcare. 

“I think the first thing is to 
communicate with us, tell us 
what’s happening,” Binder said. “I 
really want to hear from infection 
prevention professionals who 
really understand what is actually 
happening within a healthcare system 
to address this critical problem of 
infections.”

This feedback helps Leapfrog stay 
attuned to the issues and informs 
their standards and hospital grades. 

“We don’t want to lower our 
standards, but we want to be helpful 
in setting standards that can move 
everyone forward, that can create 
momentum for the direction that 
both of our organizations and our 
members all want to go in,” Binder 
said. 

That said, Leapfrog has established 
clear boundaries with healthcare and 
avoids affiliations and entanglements 
to preserve its independence. “But 
we have many other opportunities 
for engagement with people on the 
ground, because that’s critical,” she 
said.  n
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Omicron Variant: A Superspreader with Low 
Severity?
CDC reports breakthrough infections in vaccinated, even some boosted people

While the emerging Omicron 
variant of COVID-19 is 

“blowing through” previously infected 
and vaccinated people in South 
Africa, there are early indications that 
the highly mutated virus will cause 
less severe disease. Of the first 43 
cases in the United States, one was 
hospitalized for two days and none 
died, the Centers for Disease Control 
and Prevention (CDC) reported.1 

A troubling finding in the same 
report suggests, as reported in South 
Africa, that the new variant will 
cause breakthrough infections in 
those fully vaccinated. Among the 
43 cases, 34 (79%) occurred in those 
who had completed a primary series 
of COVID-19 vaccine. Fourteen 
of those 34 received an additional 
booster dose, although five had 
received it just recently and likely 

had not gained its immune benefits. 
Removing those, that means nine 
(21%) of the first 43 cases in the 
United States were fully immunized 
and boosted individuals. In addition, 
six people infected had a documented 
previous SARS-CoV-2 infection. 

“Over half were between the ages 
of 18 and 39 [years] and one-third 
reported international travel before 
they were diagnosed,” said CDC 
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Director Rochelle Walensky, MD, 
at a Dec. 10, 2021, White House 
press conference. “In reported cases 
so far, most people experienced only 
mild symptoms, which is what we 
would expect from a group of fully 
vaccinated individuals.”

The most commonly reported 
symptoms were cough, fatigue, and 
congestion or runny nose, the CDC 
reported. The breakthrough infections 
certainly are a concern, and the CDC 
report included this ominous note: 
“Even if most infections are mild, a 
highly transmissible variant could 
result in enough cases to overwhelm 
health systems.” 

Certainly, the evidence emerging 
from South Africa suggests that the 
“highly transmissible” criteria are 
being met there, since estimates are 
that Omicron is spreading roughly 
twice as fast as the Delta variant. 

The Omicron outbreak in the 
Tshwane District of the Gauteng 
Province in South Africa is increasing 
rapidly. With the new variant first 
identified in the region in mid-
November 2021, investigators 
reported about 42,000 cases in the 
province as of Dec. 3, 2021. Overall, 
the average number of daily cases in 
South Africa has increased from 350 
on Nov. 1, 2021, to 13,500 on  
Dec. 8, with Omicron suspected as the 
main reason. Despite the surge, the 
perception that this is a milder version 
of the virus is reinforced by early 
reports from South Africa, which, it 
should be emphasized, represent only 
the first two weeks of the outbreak. 
“The main observation that we have 
made over the last two weeks is 
that the majority of patients in the 
COVID wards have not been oxygen-
dependent,” the researchers reported.2 
“SARS-CoV-2 has been an incidental 
finding in patients [who] were 
admitted to the hospital for an-other 
medical, surgical, or obstetric reason.”

In the United Kingdom, where 
public health officials project 
Omicron will overtake Delta as the 
predominate SARS-CoV-2 variant  
(> 50%) by mid-December 
2021, there also was this finding: 
“[Omicron] continues to grow rapidly 
in all regions of England … None 
of the cases to date is known to have 
been hospitalized or died.”3 

However, some are cautioning 
of the typical lag time between 
initial infection and hospitalization 
or death, and there also is an open 
and recurrent question about 
how Omicron is going to affect 
unvaccinated children. Some in 
South Africa — where children 
younger than 12 years of age are not 
vaccinated — are being hospitalized, 
but the question of severity of illness 
and whether the coronavirus caused 
the hospital stay were unresolved. 

‘There are other ways 

this can go’

Although the unfolding level of 
transmission has heightened concerns, 
the reports of mild cases have given 
rise to the speculative hope that the 
SARS-CoV-2 virus has evolved to a 
less severe form that will supplant the 
Delta variant globally, causing less 
serious infections and fewer deaths. 

Roger Shapiro, MD, MPH, 
a professor of immunology and 
infectious diseases at Harvard 
University, tempered these 
expectations while conceding that 
the scenario is a familiar evolutionary 
pattern in viruses. Shapiro has 
conducted extensive research in Africa 
as chair of the Botswana-Harvard 
AIDS Institute Partnership (BHP).

“It is possible for viruses to mutate 
in a way that either makes them more 
severe or less severe,” he said at a Dec. 
3, 2021, Harvard press conference. 

“It’s very often the case that viruses 
adapt to become less severe over time, 
but it is not always the case. Over 
this short term, it is really hard to 
predict what direction will be most 
beneficial to the virus survival, which 
is really all the virus is concerned 
about: surviving and replicating. It 
is certainly tempting to think that a 
more transmissible, but less severe, 
virus would be advantageous, but 
there are other ways this can go. 
We can’t hang too much on that 
optimism.”

When the outbreak began in 
South Africa, approximately 30% 
of people had been fully vaccinated 
and about 40% had prior clinical 
COVID-19 infection, he said. 

“There is evidence emerging 
that people who either had prior 
COVID or have been vaccinated can 
get this new Omicron variant fairly 
easily,” Shapiro said. “It is blowing 
right through prior exposure and 
reinfecting people. Prior variants have 
not shown that [ability] as much as 
this variant, and that is one of the 
most worrisome features. It really 
seems to be transmitting despite 
evidence in people of prior COVID 
or vaccination.”

This new variant was first detected 
on Nov. 11, 2021, by Sikhulile 
Moyo, PhD, MPH, director of 
the BHP laboratory in Gaborone, 
Botswana. 

The level of mutation was so 
unusual that Moyo immediately 
reran all lab procedures to see if an 
error was made, he said at the press 
conference. There was not. 

“There was some selection 
advantage that allowed this virus to 
spread, probably because of increased 
transmissibility rather than immune 
escape,” Moyo said. “This suggests 
that other arms of the immune system 
will kick in to help. It is still early, of 
course.”
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Indeed, there are other aspects of 
the human immune system, such as 
the cellular immune response, that 
should help keep those vaccinated out 
of the hospital, Shapiro said. 

“All exposures to the virus or to 
a booster prime our immune system 
and keep us safer by getting both 
humoral and our cellular responses 
maximized,” Shapiro said. “Even 
if this new variant can escape the 
humoral response, the antibody 
response — the cellular response — 
can kick in and limit the disease to 
something mild or moderate.” 

The booster may provide 
important immune enhancement, 
since Pfizer reports it increases 
neutralizing antibody titers by 25-
fold against the Omicron variant, 
compared to two doses. 

“Preliminary laboratory studies 
demonstrate that three doses of 
the Pfizer-BioNTech COVID-19 
vaccine neutralize the Omicron 
variant (B.1.1.529 lineage), while 
two doses show significantly reduced 
neutralization titers,” Pfizer said in 
a statement.4 “As 80% of epitopes 
in the spike protein recognized by 
CD8+ T cells are not affected by the 
mutations in the Omicron variant, 
two doses may still induce protection 
against severe disease.”

Breakthrough infections were 
always expected because the vaccines 
do not have 100% efficacy. A recent 
report issued by Washington state 
public health officials shows that from 
Jan. 17 to Nov. 27, 2021, 80,902 
SARS-CoV-2 vaccine breakthrough 
cases were identified in the state. 

“Among breakthrough cases from 
this surveillance period, 806 have 
died of COVID-related illness,” 
the report states.5 “The age range 
of deceased cases was 32-103 years 
(median 79 years).”

That translates to a mortality rate 
of just under 1% in breakthrough 

infections in fully vaccinated 
people. The report also cited an 8% 
hospitalization rate among those 
with that data reported, which was 
about half of the total cases. Given its 
heightened transmissibility, it appears 
increasingly likely that breakthrough 
infections will become much more of 
an issue with Omicron. In fact, riffing 
off the CDC’s prior description of a 
pandemic of the unvaccinated, some 
have dubbed this Omicron wave the 
“pandemic of the vaccinated.” 

Concerning Mutations

Pei-Yong Shi, PhD, a distinguished 
professor of molecular biology at the 
University of Texas Health Science 
Center in Galveston, has been closely 
studying the new variant mutations in 
his lab. 

“Two factors of the mutations in 
Omicron are concerning,” he says. 
“First is the sheer number — 30 to 
40. It really depends on how you 
count them in the different isolates. 
The number [of mutations] is way 
larger than the previous variants, 
including Delta, which has around 
the range of a dozen.”

 The second concern is the nature 
of these individual mutations, he says. 

“There are a lot of ‘old comers’ 
that have been analyzed in other 
variants,” Shi says. “Like the 484 
mutation and the 501 mutation. 
We have done a lot of work on these 
and they have clearly been shown 
to invade neutralizing antibody 
activities, like in the case of the Beta 
[variant], also first identified in South 
Africa. The 501 mutation increases 
the spike protein binding affinity to 
the receptor human S2 [binding sites] 
by hundreds of folds. It is concerning 
that these old mutations are there, 
and then there are a lot of new ones, 
which we [have not seen]. That 

combination has a lot of scientific 
foundation to trigger concern.”

After confirming the first isolate, 
Moyo shared the sequencing data 
with colleagues in South Africa, who 
also found Omicron in specimens 
dating back several weeks. 

As of Dec. 10, 2021, 25 U.S. 
states had identified cases and dozens 
of other nations have reported the 
Omicron variant. Some cases were 
linked to travel, but others had 
no such history, making the travel 
ban imposed by the United States 
and other countries less likely to be 
effective. 

“Travel restrictions don’t work 
with respiratory viruses,” Carlos del 
Rio, MD, distinguished professor 
of infectious diseases at Emory 
University in Atlanta, said at a 
recent briefing held by the Infections 
Diseases Society of America (IDSA). 
“They have never worked. We 
saw this in the 2009 [influenza 
pandemic], and we see it again with 
COVID. But politicians love them, 
and they think they’re useful. They 
aren’t.”

However, del Rio stressed that 
testing travelers is scientifically sound 
and more testing in general is going 
to be needed. 

“As an individual, when I travel 
on a plane, I test myself 24 to 48 
hours before I travel and I test myself 
two to three days after I land,” he 
said. “I think it’s a very effective way 
of knowing if you’ve been exposed 
and then preventing transmission to 
others.”

After a slow start, genomic 
surveillance to detect different 
variants improved in 2021 in the 
United States. “Currently, about 
5% to 7% of cases get genomic 
surveillance, but we need more 
testing, more genomic surveillance to 
be able to identify where these cases 
are,” del Rio said. 
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With the new variant now being 
identified globally, the travel bans 
to Africa by the United States and 
other nations will only exacerbate 
the problem in under-resourced 
countries, Moyo said. 

“Look at how many continents, 
how many countries are reporting 
Omicron right now,” he said. 
“This indicates that we are a global 
economy, a global village, and we 
should be responding in a similar way 
— with a global response.”

‘Vaccinate Africa’

Indeed, infectious disease 
clinicians and researchers in South 
Africa warn that the scarcity 
of COVID-19 vaccination in 
Africa and a large population of 
immune compromised human 
immunodeficiency virus (HIV) 
patients — 8 million of whom are not 
receiving antiretroviral treatment to 
fend off full-blown acquired immune 
deficiency syndrome — sets the stage 
for continued mutation and global 
spread of SARS-CoV-2.6 

It should be emphasized that it has 
not been determined definitively how 
the highly mutated Omicron variant 
arose, with some hypothesizing a 
reverse zoonosis — a reintroduction 
into an animal population, a period 
of mutation, and then transmission 
back to humans. 

“There is some science suggesting 
this might be the case because we see 
some mutations that are also found 
in rodents,”says Mirella Salvatore, 
MD, an infectious disease professor 
at Weill Cornell Medicine in New 
York.7 “Everything is speculation [at 
this point], but that is a possibility. 
Another possibility certainly is 
that it replicated in an immune-
compromised host. For example, flu 
can replicate for four or five months 

in an immune-compromised host. 
Also, in an area where there is a low 
vaccination rate and no surveillance, 
mutations can go undetected in an 
immunocompromised host.”

Indeed, the prevailing theory 
among many scientists is just that: 
Omicron arose after prolonged 
mutation in an immunocompromised 
patient. 

“Immunocompromised people 
with COVID promote the mutation 
and amplification of the virus,” Shi 
says. “That is the opportunity for 
the virus to change — it is like some 
sort of incubator or a petri dish. The 
virus can grow easily without much 
pushback from immune protections.”

In that regard, the aforementioned 
South African researchers described 
a case in their country in which 
SARS-CoV-2 persisted more 
than six months in a patient with 
uncontrolled, advanced HIV.6 

It would be of great global benefit 
if richer nations helped Africa prevent 
and treat COVID-19 and HIV 
simultaneously, they emphasized. 
A top priority in such an endeavor 
would be to “vaccinate Africa” for 
COVID-19. 

“Over and above the ethical 
arguments to address vaccine 
nationalism and reduce deaths 
globally, the available data strongly 
indicate that vaccinating people 
in Africa will help to reduce 
transmission rates globally, limit 
the emergence of new variants and 
accelerate global control of the 
pandemic,” they said. 

del Rio concurred with this line of 
thought at the IDSA briefing. 

“It appears to be a virus that 
emerged in a single patient, 
likely somebody severely 
immunosuppressed, who could 
not clear the infection, and as the 
virus replicates in that individual it 
starts accumulating mutations,” he 

said. “I think it really emphasizes 
the importance of vaccinating the 
world. If a patient in South Africa 
was immunosuppressed, was not 
vaccinated, and this happened, that’s 
clearly a concern.”  n
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Will Omicron Variant Overtake Delta? Probably 
What will be the toll on the unvaccinated?

A lthough early findings suggest 
that the Omicron variant is 

a milder form of SARS-CoV-2 
infection, the severity of illness — 
particularly in different populations 
by age and underlying conditions — 
is still an unknown. 

It is intuitive that those not 
infected previously or vaccinated 
would be at some higher risk of initial 
infection and possibly more severe 
complications. If the Omicron variant 
turns out to be consistently mild even 
in those who are unvaccinated, we 
will be at a revelatory inflection point 
in the global pandemic. For now, all 
bets are off. COVID-19 vaccination 
and boosting are being widely 
encouraged by public health officials 
in the United States to prevent severe 
disease and hospitalization. However, 
as of this report, there were little data 
on the clinical outcomes of Omicron 
infection in the unvaccinated. It was 
also unknown whether those infected 
with the new variant will retain some 
immunity against reinfection. 

If Omicron attacks the 
unvaccinated population like the 
Delta variant, the result could be a 
surge in hospitalizations and deaths. 
According to Centers for Disease 
Control and Prevention (CDC) data 
regarding Delta, unvaccinated people 
have about a six-fold increased risk 
of infection and are 14 times more 
likely to die than those vaccinated for 
SARS-CoV-2.1 

The Delta variant still represents 
almost all cases in genomic 
surveillance in the United States and 
appears to be surging again even as 
Omicron has been reported in more 
than 25 states. As of Dec. 7, 2021, 

89% of U.S. counties were reporting 
high (80%) or substantial (9%) 
COVID-19 transmission.2 In CDC 
genomic surveillance data as of  
Dec. 11, 2021, Delta represented 
97% of isolates, with 2.9% listed for 
Omicron and 0.1% as “other.”3

On Dec. 10, 2021, there were 
120,967 new COVID-19 cases, 1,310 
deaths, and 63,995 hospitalizations 
as the United States approached the 
800,000 deaths mark.4 Those daily 
totals represent a 38% increase in 
cases, a 26% increase in deaths, and a 
22% increase in hospitalizations over 
the prior two weeks. 

“Forget about Omicron — we still 
have a major problem with Delta,” 
Carlos del Rio, MD, distinguished 
professor of infectious diseases at 
Emory University in Atlanta, said at a 
recent briefing held by the Infections 
Diseases Society of America. 

Whether Omicron will supplant 
the Delta variant and become the 
predominant SARS-CoV-2 strain in 
the United States remains unknown, 
but the initial signs from South 
Africa suggest that Omicron might 
dethrone the reigning variant by sheer 
transmissibility. It seems to be rapidly 
becoming the predominant variant 
in the African country and genomic 
testing has been increased. The 
United Kingdom and some European 
nations expect Omicron to overtake 
Delta in the near future. 

Although there have been no 
large Omicron outbreaks in the 
United States as of this writing, the 
CDC reports that some of the early 
U.S. cases “indicate community 
transmission.”5 Given the variant’s 
transmission traits and the global 

epidemiology, it appears almost 
certain that that there is much more 
Omicron in the United States than 
public health officials have reported. 
Currently about 90% of COVID-19 
case isolates in the United States are 
not subjected to the genomic analysis 
necessary for strain identification, so 
much more testing is needed, del Rio 
said. 

Even if the saving grace of less 
severe disease holds true, there is thin 
line between increased severity and 
increased transmissibility, as the latter 
enables the virus to extend its reach 
to highly vulnerable populations. As 
of this report, broad evidence of that 
phenomenon was not being reported 
— at least concerning transmission 
to vulnerable people who would be 
expected to experience more severe 
infections. In any case, the basic 
infection control measures used 
against Delta also should be effective 
against Omicron, although there may 
be less margin for error given its high 
transmissibility. 

“We certainly are not panicking,” 
says Ann Marie Pettis, RN, BSN, 
CIC, president of the Association for 
Professionals in Infection Control and 
Epidemiology. “It’s stay the course 
and keep promoting what we have 
been promoting. [That includes] 
educating the public about the safety 
of and the need for the COVID 
vaccines that we have. And the 
need for boosters because of waning 
immunity. We continue to promote 
the other mitigation efforts that we 
have been recommending from early 
on — face masks, social distancing, 
and avoiding large indoor gatherings 
when able.”  n
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Too Many HCWS Not Vaccinated for COVID-19
Rates are incrementally climbing, federal mandate in limbo

E ven as a federal mandate to 
vaccinate healthcare workers 

against COVID-19 is facing court 
challenges, a new analysis finds that 
immunization of medical personnel 
stalled out in fall 2021 and only now 
may be improving incrementally, 
researchers at the Centers for Disease 
Control and Prevention (CDC) 
report.1

“Among the hospital-based 
healthcare personnel (HCP) included 
in this analysis, COVID-19 vaccine 
coverage increased steadily between 
the time of vaccine introduction 
(December 2020) and April 2021,” 
the researchers reported. “But the 
rate of uptake has slowed, and a 
substantial proportion of HCP 
remain unvaccinated. As of Sept. 15, 
2021, among 3.3 million in HCP 
in 2,086 facilities included in this 
analysis, 70% were fully vaccinated.”

Surveys conducted to understand 
factors driving vaccine hesitancy 
rounded up the usual suspects, 
including adverse effects and the 
speed of vaccine development. 

“HCP who did not want to be 
vaccinated often reported low trust 
in regulatory authorities and the 
government,” the CDC authors 
found. “Notably, trust in information 

received from medical professionals 
was higher, suggesting an important 
role of professional societies and 
medical organizations in enhancing 
vaccine uptake among HCP and 
combating misinformation.”

Successful mandates for influenza 
vaccination at many hospitals provide 
a good example of how much the 
situation can be improved with 
requirements. “[Mandates led to] 
high influenza vaccination rates 
and a significant decrease in HCP 
absenteeism, healthcare-associated 
influenza among hospitalized 
patients, and patient mortality,” they 
reported. “In 2019-2020, 81% of 
HCP received influenza vaccine, with 
higher coverage among [those] who 
were required by their employer to be 
vaccinated (94%) than those whose 
employer did not require vaccination 
(70%).”

The CDC researchers reviewed 
data voluntarily reported to the 
Health and Human Services Unified 
Hospital Data Surveillance System to 
assess COVID-19 vaccination status 
among hospital-based workers from 
Jan. 20, 2021, to Sept. 15, 2021. The 
highest employee vaccination rates 
were pediatric hospitals (77%), short-
term acute care (70%), and long-term 

acute care hospitals (69%) and critical 
access hospitals (64%). Healthcare 
workers in metropolitan counties had 
the higher vaccination rates (71%) 
than those in rural counties (65.%) 
and non-metropolitan rural counties 
(63%).

Lead author Hannah Reses, 
MPH, an epidemiologist in the 
CDC Division of Healthcare Quality 
Promotion, answered the following 
questions from Hospital Infection 
Control & Prevention (HIC) via email. 

HIC: Do you have any data 
or anecdotal information that the 
incremental increases you observed 
are continuing and the percentage of 
vaccinated healthcare workers now 
may be higher? 

Reses: We recently re-analyzed the 
data and observed that as of Nov. 17, 
2021, 39% of hospitals reported data 
and passed quality checks. Among 
these hospitals, 75% of the healthcare 
personnel were fully vaccinated. 
This trend is consistent with the 
incremental increases we had 
observed through September. 

However, this result should be 
interpreted with caution, as we 
don’t know whether the facilities 
not reporting would have higher or 
lower vaccination coverage among 
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their healthcare personnel. The CMS 
(Centers for Medicare and Medicaid 
Services) Omnibus COVID-19 
Health Care Staff Vaccination interim 
final rule requires that all eligible 
staff working at most CMS-certified 
facilities receive complete COVID-19 
vaccination by early January 2022, 
and we anticipate that this should 
substantially increase COVID-19 
vaccine coverage among hospital-
based healthcare personnel. 

HIC: You noted that “this 
increased rate of uptake may be a 
response to increased COVID-19 
rates due to the Delta variant or 
related to mandates implemented 
in some jurisdictions.” Would you 
expect healthcare vaccination rates 
to go up similarly if Omicron or 
some other variant shows higher 
transmission ability than Delta?? 

Reses: It is possible that 
the emergence of a new, highly 

transmissible variant could 
lead to increased awareness and 
concern about COVID-19, thereby 
leading to increases in vaccine uptake 
among healthcare personnel. 

HIC: Will it take mandates to 
raise the number of vaccinated 
workers in long-term care, a historical 
laggard in this area? 

Reses: The CDC National 
Healthcare Safety Network (NHSN) 
collects weekly COVID-19 
vaccination data for residents and 
healthcare personnel in all CMS-
certified skilled nursing facilities in 
the United States. 

Currently, about 78% of staff in 
these facilities are fully vaccinated, 
and increases in COVID-19 vaccine 
coverage among skilled nursing 
facility staff have been observed in 
recent months; this increase may 
be partially in response to state-
level vaccination mandates 

and the CMS Omnibus COVID-19 
Health Care Staff Vaccination 
interim final rule, which requires 
that all eligible staff working at 
most CMS-certified skilled nursing 
facilities receive complete COVID-19 
vaccination by early January 2022.  n
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Federal Vaccine Mandates May Be Bound  
for the Supreme Court 
Federal mandates for healthcare, business blocked by injunctions

The legal battle over COVID-19 
vaccine mandates in healthcare 

continues, as federal judges have 
granted injunctions blocking the 
federal requirement. With similar 
challenges stalling the federal 
mandate for businesses with at least 
100 employees, it is increasingly 
looking like these controversial 
attempts to stop the pandemic are 
headed to the highest court in the 
land. 

“I see this mandate, as well as the 
OSHA mandate [for businesses], 
landing in the Supreme Court,” says 
vaccine advocate Lawrence Gostin, 
JD, a law professor at Georgetown 

University in Washington, DC. “The 
judiciary, including the Supreme 
Court, is hostile to vaccine mandates, 
so overall I am becoming less 
optimistic. I worry the courts will 
just dig in and ignore the clear legal, 
policy, and public health arguments 
in favor of mandates.”

Individual hospitals still may 
mandate vaccines as a condition of 
employment, as many do for measles 
and other infectious diseases, says 
Anne Marie Pettis, RN, BSN, CIC, 
president of the Association for 
Professionals in Infection Control and 
Epidemiology (APIC). “They could 
make it a condition of employment 

just like many hospitals have done 
previously for influenza. So, any 
organization could not do that.”

Individual states may try to issue 
bills for or against mandates, as 
New York state has done, requiring 
vaccination of employees of 
healthcare facilities. 

“We were going to do weekly 
testing for those not vaccinated, 
but that did not fly because of 
the mandate in New York state,” 
says Pettis, director of infection 
prevention at University of Rochester 
(NY) Medicine. “APIC and other 
organizations have come out in 
favor of mandatory vaccinations in 
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healthcare. We have been a little 
more hesitant about mandatory 
vaccinations across the board [to 
include businesses]. It’s so politically 
charged, and it may be a bit of an 
overreach for our organization.”

On Nov. 5, 2021, the Centers 
for Medicare and Medicaid Services 
(CMS) issued an interim final 
rule requiring healthcare worker 
immunizations.1 In the rule, CMS 
asserted its authority to establish 
health and safety standards under 
its Conditions of Participation, 
saying those who fail to comply with 
the vaccination rule face the full 
gamut of penalties. These include 
fines, denial of payment for new 
admissions, or “termination of 
the Medicare/Medicaid provider 
agreement.” Referring to states 
that have established laws against 
vaccine mandates, CMS also cited 
the Supremacy Clause in the U.S. 
Constitution in arguing federal 
regulations will pre-empt such state 
laws.

The mandate applies to hospitals, 
long-term care (LTC), skilled nursing 
facilities, ambulatory surgical centers, 
hospices, psychiatric residential 
treatment, home care, and other 
healthcare settings. Overall, the 
vaccine requirement applies to 17 
million healthcare workers and 
approximately 76,000 medical 
facilities. In addition to medical 
contraindications, the COVID-19 
vaccine requirements are subject to 
existing federal antidiscrimination 
laws.

“Certain allergies; recognized 
medical conditions; or religious 
beliefs, observances, or practices, 
may provide grounds for exemption,” 
CMS noted. For those exempted 
under such grounds, CMS requires 
healthcare facilities to “have a process 
for ensuring the implementation of 
additional precautions, intended to 

mitigate the transmission and spread 
of COVID-19.”

As of Dec. 10, 2021, the National 
Academy for State Health Policy 
(NASHP), a nonpartisan group, 
reported 23 states have adopted 
vaccine mandates, six states have 
banned mandates in healthcare, and 
five states have specified in law that 
healthcare facilities are exempt from 
state bans.2 

In addition, under the Biden 
Administration’s directive, the 
Occupational Safety and Health 
Administration (OSHA) requires 
employers with 100-plus employees 
to mandate COVID-19 vaccinations 
and requires any unvaccinated 
workers to undergo weekly testing. 

Citing the national shortage of 
nurses and other issues, 22 states 
have joined in two separate lawsuits 
demanding the Biden administration 
and the CMS halt their mandate of 
COVID-19 vaccination for healthcare 
workers.

One suit was signed by the 
respective attorneys general of 
Missouri, Nebraska, Arkansas, 
Kansas, Iowa, Wyoming, Alaska, 
South Dakota, North Dakota, and 
New Hampshire. A similar suit 
was filed on Nov. 15, 2021, by 12 
states: Louisiana, Montana, Arizona, 
Alabama, Georgia, Idaho, Indiana, 
Mississippi, Oklahoma, South 
Carolina, Utah, and West Virginia.

Timeline of Legal 

Blockade

According to the National 
Academy for State Health Policy, here 
is a timeline of the ensuing court 
action that effectively has blocked the 
federal mandates pending appeal: 

• Nov. 12, 2021: The U.S. Court 
of Appeals for the Fifth Circuit 
temporarily halted OSHA’s rule for 

COVID-19 vaccination or a test 
out option for companies with 100+ 
employees. 

• Nov. 29, 2021: The U.S. District 
Court for the Eastern District of 
Missouri blocked the CMS regulation 
for healthcare workers in 10 states. 

• Nov. 30, 2021: The U.S. District 
Court for the Western District of 
Louisiana granted a nationwide 
preliminary injunction, halting the 
federal vaccination mandate for 
healthcare workers. 

• Dec. 7, 2021: The U.S. District 
Court Judge for the Southern District 
of Georgia issued a preliminary 
nationwide injunction to halt the 
Biden administration’s vaccine 
mandate for federal contractors.

The successful arguments by 
plaintiffs in the healthcare suits 
included that mandating COVID-19 
vaccines will create an exodus 
of healthcare workers, one that 
ultimately will endanger patients in 
chronically understaffed facilities. 
Another point was that the healthcare 
mandates violate the Social Security 
Act provision on patient welfare and 
patient access to care. “By forcing 
a significant number of healthcare 
workers to take the shot(s) or exit the 
Medicare and Medicaid workforce, 
CMS’s vaccine mandate harms access 
to (and thus quality of ) patient care,” 
the plaintiffs argued.3  n
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1.  Leah Binder of The Leapfrog 

Group said enforcement of its 

new hand hygiene standard will 

begin:

a . in Spring 2023 .

b . on Jan . 1, 2022 .

c . in Fall 2022 . 

d . on April 15, 2022 . 

2.  Binder said The Leapfrog Group 

will be pushing for innovation 

after seeing how easily the 

healthcare system adopted 

which of the following during 

the pandemic?

a . Entry screening of workers and 

patients

b . Electronic health record 

c . Telemedicine 

d . Electronic hand hygiene 

compliance

3.  Although the origin of the 

Omicron variant had not 

been determined definitively, 

which of the following was the 

prevailing theory among many 

scientists?

a . A boy playing in a hollow tree 

was exposed to horseshoe bats in 

South Africa . 

b . It began with SARS-CoV-2 

infection and then underwent 

prolonged mutation in an 

immunocompromised host .   

c . It escaped from a human 

immunodeficiency virus reference 

lab in Botswana . 

d . It resulted from reverse 

zoonosis involving rabbits, with 

transmission back to humans . 

4.  Following up on her published 

study, lead author Hannah 

Reses, a Centers for Disease 

Control and Prevention 

epidemiologist, looked at 

smaller cohort of the study 

hospitals on Nov. 17, 2021. 

Which of the following 

healthcare worker COVID-19 

vaccination rates did she find in 

this follow-up? 

a . 65%

b . 70%

c . 75% 

d . 81%
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