
little nervous, but I think we got it. I think we can do it.”
In a briefing with reporters on Thursday, Dr. Jeanne Marrazzo, 

director of the University of Alabama at Birmingham’s Division of 
Infectious Diseases urged that “we really can’t be complacent about 
this,” emphasizing the “potential for disaster.”

“We are still on what we think of as a razor’s edge with regard to 
Covid,” said Marazzo. “The challenge we have right now is that we’re 
entering traditional flu season and flu season is completely, to 
some extent, unpredictable.”

“So the big concern is we could see what could be a perfect storm 
of accelerated COVID-19 activity as people gather more inside 
in particular, as they become continually fatigued with the mask 
wearing the social distancing and the hand hygiene and as they are 
exposed to seasonal influenza,” Marazzo added.

One particular fear, according to Los Angeles Health Services ad-
visor Dr. Atul Nakhasi, is that since both COVID-19 patients and flu 
patients who are admitted to the hospital can need breathing tubes 
and ventilators, hospitals may face a strain on medical supplies.

“I’m a frontline doctor who works over flu season and I can tell 
you that many times during flu season, ICU beds are taken, hospital 
beds are taken, ventilators are taken. We need to be prepared for a 
level of stress on the health system we have not seen,” said Nakhasi, 
who is a primary care physician and policy adviser at the Los Ange-
les organization, the nation’s second-largest health system.

In 2018 Alabama saw a flu season so bad that the local govern-
ment declared a state of emergency. Dr. Bernard Camins, Professor 
of Medicine at the Icahn School of Medicine at Mount Sinai and 
the Medical Director for Infection Prevention for the Mount Sinai 
Health System, was a front-line worker at the time at the University 
of Alabama Hospital.

“That year, we had to cancel elective surgeries to make more room 
for flu patients,” Camins told ABC News. “We ran out of ICU beds 
and we couldn’t have surgeries because there weren’t any recovery 
rooms, the emergency room was very crowded. Now with COVID, 
hospitals might have to cancel surgeries again if there is a second 
wave because of flu season.”

Gomez said that to get ready, Sharp Chula Vista is looking into set-
ting up disaster tents in the parking lot that have been used during 
hard-hit flu seasons in the past and expanding the emergency room 
to allow for separation between patients. More staff has also been 
hired to increase the number of screeners at entrances to catch 
anyone with high temperatures or other symptoms.

Dr. Hai Shao, the medical director of Infection Control and 
Hospital Epidemiology at Sharp Chula Vista and chair of the System 

Fall/Winter 2020Serving All of Southern California

Well
Editor:  Federico Lopez, Jr. 

In recent months Sharp Chula Vista Medical Center in San Diego’s 
South Bay has been near capacity with coronavirus cases. Located 
11 miles from the Mexican border and serving a primarily Latino 
population, the hospital has seen an ongoing high number of 
infected patients.

But now doctors and nurses in the 343-bed hospital said they are 
preparing for even worse this fall, when the upcoming flu season 
amid the coronavirus pandemic poses a looming double threat that 
could severely strain the health system.

“Flu season can hit really hard,” said Leslie Gomez, a nurse in the 
Emergency Department at Sharp Chula Vista. “And COVID-19 has 
been devastating so I’m worried that these two forces will combine 
and cause a really difficult fall and winter.”

The flu is significantly less deadly than the coronavirus, according 

to the Centers for Disease Control and Prevention, but it is so wide-
spread that the CDC says that influenza has resulted in between 9 
million and 45 million illnesses, between 140,000 and 810,000 
hospitalizations and between 12,000 and 61,000 deaths annually 
since 2010 in the U.S. Meanwhile, more than 32,500 of Americans 
are currently hospitalized with the coronavirus, the COVID Tracking 
Project says, and more than 190,000 have died, according to a 
count by Johns Hopkins University.

The looming threat of potentially hundreds of thousands of 
additional hospitalizations has sent some medical facilities already 
hard-hit by COVID-19, like Sharp Chula Vista, scrambling to get 
ready in time.

“We are on our way to being prepared,” said Gomez. “We’re all a 

Hospitals brace for flu season and coronavirus double threat

continued on next page
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cine is made each year. Scientists make the vaccine before the flu 
season starts by predicting which flu strains are likely to be the most 
common during the upcoming season.

“Since the flu virus frequently drifts in its genetic composition, 
you have to reformulate the vaccine, and this is one of the reasons 
that people have to [get a flu shot] on an annual basis,” said Dr. 
William Schaffner, a preventive medicine and infectious disease 
expert at Vanderbilt University School of Medicine.

Flu & COVID-19
Should I get a flu shot during the COVID-19 pandemic?

Yes. The CDC says that getting a flu shot during the 2020-2021 
season is “more important than ever” in light of the COVID-19 
pandemic. It’s likely that both flu and COVID-19 will be circulating 
this fall and winter, and so getting a flu shot is important not only to 
reduce your risk of flu, but also to reduce the burden on the health-
care system responding to COVID-19.
Will a flu vaccine protect against COVID-19?

No, flu shots do not protect against SARS-CoV-2, the virus that 
causes COVID-19. (Vaccines against SARS-CoV-2 are currently in clin-
ical trials.) But they do protect against strains of seasonal flu viruses 
and can reduce your risk of getting sick from the flu, as well as the 
risk of hospitalization and death from flu, the CDC says.
Can you get the flu and COVID-19 at the same time?

Yes, you can have the flu and COVID-19 — or another respiratory 
illness — at the same time. And there have been reports of this hap-
pening —  for example, the first death of COVID-19 outside of China 
occurred in a man in the Philippines who was also infected with 
influenza and Streptococcus pneumoniae, according to the Univer-
sity of Minnesota. Scientists are still studying how common dual 
infections with flu and COVID-19 are, the CDC says. 

Because flu and COVID-19 have similar symptoms, symptoms on 
continued on next page

Hospital Infection Prevention Committee for Sharp HealthCare, said 
he anticipates there will be greater pressure regarding how the 
hospital uses its medical supplies and protective equipment.

To rapidly make a diagnosis and manage the flow of the emer-
gency room, Shao told ABC News that Sharp Healthcare is hoping to 
introduce an on-site molecular testing device for a rapid diagnosis 
of both influenza and COVID-19 this fall, rather than just testing for 
COVID-19 as most tests currently do. The testing device, awaiting 
FDA approval, would conduct 15 tests per hour and would take 
about 20 minutes to provide a result.

The testing device, developed by Swiss pharmaceutical company 
Roche, is meant to allow healthcare providers to tell the difference 
between patients showing similar sets of respiratory symptoms 
from a single sample.

“These are the new tools and weapons that we did not have last 
year,” said Dr. Shao. “If there’s a large volume of patients rush-
ing into our ER, we will be able to tell if a patient has the flu or 
COVID-19 in 20 minutes. This is going to help out ER physicians 
tremendously.”

A spokesperson at Loma Linda University Health in California said 
it was planning to continue using triage tents in the parking lot and 
reimplement visitor restrictions to limit the number of people in 
the medical center.

“We’re actually going to be maintaining the more rigorous visitor 
restrictions as we go into flu season and continue to battle COVID,” 
said the spokesperson, Briana Pastorino.

SSM Health in Missouri is hiring more staff for its eight hospitals 
across the state and purchasing protective equipment to prepare for 
flu season.

“We don’t know what is going to be the additional burden of 
COVID,” said Dr. Garza, SSM Health’s Chief Community Health 
Officer and Incident Commander for the St. Louis Metropolitan 
Pandemic Task Force. “We are ramping up on staff and supplies so 
we can be prepared.”

But the best way to avoid overcrowding in hospitals, Nakhasi said, 
is to ensure as many people as possible get their flu shots this year. 
The CDC has worked with vaccine manufacturers to have extra flu 
vaccines available this season and recommends getting the vaccine 
before the end of October.

“That is the most critical thing because if we can reduce the flu 
number down to a manageable number, that gives hospitals a 
fighting chance to battle COVID this fall and winter,” Nakhasi said.

Flu Shot Facts & Side Effects
The seasonal flu shot is a yearly vaccine administered to protect 

against the flu, or influenza.
In the United States, flu shots are recommended for everyone 

ages 6 months and older, according to the Centers for Disease 
Control and Prevention.

The flu can be a very serious illness, especially in young children, 
adults ages 65 and over, those with underlying health conditions, 
and pregnant women. 

The flu shot is the best way to protect yourself and family from the 
flu, the CDC says.

Strains of the flu virus are constantly changing, so a new flu vac-
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their own can’t differentiate the two illnesses. Testing can determine 
if a person has flu or COVID-19 (or both). The U.S. Food and Drug 
Administration has already issued emergency use authorizations 
to several tests that can detect flu and COVID-19 at the same time, 
with a single sample.
How can I safely get a flu vaccine when COVID-19 is spreading 
in my area?

The CDC has issued guidance for giving vaccinations during 
a pandemic, and you can ask your doctor, pharmacist or health 
department if they are following this guidance before you get a 
shot. The guidance, which is geared towards those giving flu shots, 
includes recommendations such as screening people for symptoms 
of COVID-19 before they get their shot; providing appointment 
times to avoid crowding; ensuring staff wear medical face masks, 
and in some cases, eye protection and gloves; requiring face masks 
for those getting flu shots and using markers to help with physical 
distancing for those waiting for shots.

What kinds of flu shots are there?
Flu shots protect against three or four strains of flu virus. Triva-

lent flu vaccines protect against two influenza A strains — H1N1 
and H3N2 — and one influenza B strain. Quadrivalent flu vaccines 
— offered for the first time in the 2013-2014 flu season — protect 
against the same strains as the trivalent vaccine, as well as an extra 
influenza B strain.

In addition to the standard-dose flu vaccine given through a nee-
dle, flu shots are available in several different forms. These include 
a high-dose version for those ages 65 and older; a “cell-based” 
version that’s grown in animal cells rather than hen’s eggs and is 
approved for people ages 4 and older; a “recombinant” vaccine that 
does not use the full influenza virus or chicken eggs in the produc-
tion process and is approved for people ages 18 and older; and a 
nasal spray, which is approved for healthy people ages 2 to 49, but 
not for pregnant women.

There is also a needle-free flu shot, delivered by a so-called jet 
injector, which uses a high-pressure stream of fluid to inject the 
vaccine, the CDC says. It is approved for adults ages 18 to 64. 

Two new flu vaccines have been licensed for the 2020-2021 
season, both for use in adults ages 65 and older. One of the new 
vaccines is a quadrivalent high-dose vaccine, which was previously 
available only as a trivalent vaccine, the CDC says. The second new 
vaccine is a quadrivalent adjuvanted vaccine that has an additional 
influenza B component.

Flu vaccines for the 2020 to 2021 season
The composition of the 2020-2021 flu shot will be different 

from last season’s flu shot. Specifically, all three components of 
the trivalent flu vaccine (H1N1, H3N2 and influenza B) have been 
updated compared with last year’s shot. According to the CDC, the 
2020-2021 trivalent egg-based flu shot will contain the following 
strains of the flu virus:

•  A/Guangdong-Maonan/SWL1536/2019 (H1N1)pdm09-like 
        virus — This is the H1N1 component that is different from last 

year’s flu shot.  

•  A/Hong Kong/2671/2019 (H3N2)-like virus — This is the H3N2 
        component that is different from last year’s flu shot. 

•  B/Washington/02/2019 (B/Victoria lineage)-like virus  — This is 
        the influenza B strain component that is different from last 
        year’s shot. 

•  The 2020-2021 quadrivalent vaccine will also contain a second 
        influenza B strain called “B/Phuket/3073/2013-like (Yamagata 
        lineage) virus,” which was also included in last season’s  
        quadrivalent vaccine.  

What’s flu activity like this season? 
Flu activity is currently low in the U.S., but check back here for 

updates as flu season continues. 

When should you get a flu shot?
Exactly when the flu season starts and ends is unpredictable, so 

health officials recommend that people get their flu shot in early 
fall, preferably by the end of October, the CDC says. The same 
recommendation applies this year during the COVID-19 pandemic. 
Flu activity typically peaks in January or February.

“We’d like to get as many people protected against influenza be-
fore influenza becomes active in communities across the country,” 
Schaffner said.

Most flu vaccines are given before Thanksgiving, Schaffner said, 
but people can still get their shot throughout the winter months. 
Each season’s flu shot expires in June of that year, but Schaffner 
said that he would consider it “too late” to get a flu vaccine after 
March, unless a person is traveling to the Southern Hemisphere 
(where the flu season will be starting).

After vaccination, it takes a person about two weeks to build up 
immunity against the flu.

People can visit the CDC’s VaccineFinder.org to find flu shot 
locations. 

How effective is the flu vaccine?
The effectiveness of the seasonal flu vaccine depends upon sev-

eral factors, including how well the flu strains in the vaccine match 
the strains in circulation. Some studies show that when strains in 
the vaccine are a good match with the ones that are circulating, 
vaccinated individuals are 60 percent less likely to catch the flu than 
people who aren’t vaccinated, according to the CDC.

Flu vaccine effectiveness can also vary depending on the person 
being vaccinated — the vaccine tends to work best in healthy adults 
and older children, and less well in older adults.

For instance, a 2013 study from the CDC found that the year’s 
flu vaccine was not very effective in adults ages 65 and over: Older 
people who got the vaccine were just as likely to visit the doctor for 
flu symptoms as those who did not get the vaccine.

But other studies suggest that individuals who do get sick devel-
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op less serve symptoms if they are vaccinated. A 2013 study pub-
lished in the journal Clinical Infectious Diseases found that people 
who got the flu shot were less likely to be hospitalized with the flu.

There are some studies that suggest the high-dose flu vaccine 
provides better protection for older adults. The high-dose flu vaccine 
contains four times the dose of the standard vaccine, Schaffner said. 
A 2014 study in the New England Journal of Medicine found that 
the high-dose vaccine provides 24 percent more protection against 
the flu than the standard dose, Schaffner said.

Are flu vaccines safe for pregnant women?
Yes. Studies show flu vaccines are safe for women in any stage of 

pregnancy, the CDC says.
There are several reasons why it’s important for pregnant women 

to get a flu shot, Schaffner said.
“Pregnant women, when they get influenza, have a tendency to 

get a more severe disease,” and are at increased risk for complica-
tions and hospitalization from the disease, Schaffner said.

In addition, flu vaccination in pregnancy helps to protect the baby 
against flu during the first six months of life, when the baby is too 
young to receive a flu shot, Schaffner said. The mother “passes that 
protection on to her newborn baby,” Schaffner said.

What are the side effects?
According to the CDC, mild side effects from the flu shot include 

soreness, redness or swelling at the injection site, low-grade fever 
and aches. Only about 1 percent to 2 percent of people who get a 
flu shot will have fever as a side effect, Schaffner said.

Rare but serious side effects can occur, including allergic reac-
tions. Symptoms of serious side effects include difficulty breathing, 
swelling around the eyes or lips, hives, racing heart, dizziness and 
high fever. If you experience serious side effects, you should seek 
medical care immediately, the CDC says.

For children, side effects from the flu nasal spray can include 
runny nose, wheezing, headache, vomiting, muscle aches and fever. 
For adults, side effects include runny nose, headache, sore throat 
and cough. These side effects last a short time compared to the actu-
al flu illness, the CDC says.

continued on next page

Can you get the flu from the flu shot?
“It’s a myth that you can get flu from the flu vaccine,” Schaffner said.
The viruses in the flu shot are killed, so people cannot get the flu 

from a flu vaccine. However, because it takes about two weeks for 
people to build up immunity after they get the flu vaccine, some 
people may catch the flu shortly after they’re vaccinated, if they are 
exposed to the flu during this time period.

Some people may also mistakenly attribute symptoms of a cold to 
the vaccine, Schaffner said.

The nasal spray vaccine contains a “live attenuated” flu virus, but 
the virus is weakened so that it cannot cause the flu. The viruses 
in the nasal spray can’t replicate in the warm temperatures of the 
lungs and other parts in the body. However, because temperatures 
in the nose are colder, the virus causes a small infection in the 
nose. This infection does not cause symptoms in most people, but 
in some people, it causes symptoms such as runny nose and sore 
throat, Schaffner said.

This local infection will prompt the body to make antibodies 
against the flu virus, Schaffner said. “That provides better protection 
against the real flu, which is of course, is a virus that can make you 
seriously ill,” Schaffner said.

Who should not get a flu vaccine?
Children younger than 6 months cannot get a flu shot. Those 

who’ve had a severe allergic reaction to a flu vaccine in the past 
should generally not be vaccinated, the CDC says.

You should not get the flu vaccine if you have a high fever. (You 
should wait until the fever is gone.)

However, if you have minor illness, like a mild cold or a headache, 
you can still get a flu shot, Schaffner said. “The vaccine does perfect-
ly well in those folks.”

But people who have COVID-19 should not get a flu shot until 
they have met the criteria to discontinue isolation, according to the 
CDC. Although people generally can get a flu shot if they have a 
mild illness, they should not go get a flu shot while they could be 
contagious with COVID-19 to avoid exposing health care workers 
and other patients to the virus, the CDC says.

With talk of the possible availability of a vaccine candidate heat-
ing up, you might have heard the term Emergency Use Authoriza-
tion -- or EUA -- all over the news lately. But what is it exactly, and 
how does it apply to vaccines?

Emergency use authorization is what its name suggests: a medi-
cal product that gets special authorization by the US Food and Drug 
Administration to be used during an emergency. Sometimes it’s a 
product that has already been FDA-approved, but for another condi-
tion, and sometimes it’s a new product that hasn’t yet received the 
agency’s green light.There is a lot of ongoing concern and debate 
about whether any vaccine candidate should be granted an EUA 

Covid-19 vaccine: How an EUA can impact the timeline
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-- or outright approval -- without first completing Phase 3 clinical 
trials.

The 411 of EUAs
According to the FDA’s website, during public health emergen-

cies, the agency can use Emergency Use Authorizations “to help 
make medical products available as quickly as possible by allowing 
unapproved medical products to reach patients in need when there 
are no adequate, FDA-approved and available alternatives.”But 
that’s only if “the known and potential benefits of the product, 
when used to diagnose, prevent, or treat the identified disease or 
condition, outweigh the known and potential risks of the product.”-
So, in essence, what an EUA does is speed up the process of getting 
potentially helpful  medical products authorized for a specific use to 
the public during a health emergency, without the rigorous testing 
and subsequent scrutiny that’s usually required to get FDA approval 
-- which traditionally takes years.When the health emergency is 
over, “then any EUA(s) issued based on that declaration will no 
longer remain in effect,” according to the FDA. But the manufacturer 
can still submit documentation to the agency for regular approval.
The EUA hasn’t been around that long. The process was included 
within the Project  Bioshield Act passed by Congress in 2004, 
which enabled the federal government to prepare and stockpile 
new “medical countermeasures” during a declared public health 
emergency.And despite issuing many EUAs over the years, only one 
vaccine has ever received one -- but it was in an unusual and contro-
versial circumstance. In 1997, the Department of Defense began a 
mandatory anthrax vaccination program. Shortly thereafter, soldiers 
claimed the vaccine made them sick, so they sued and a judge put 
a hold on the program in 2003. The Department of Defense asked 
for an EUA that then overrode the court ruling in 2005, so it could 
continue vaccinating military personnel -- this time on a voluntary 
basis.

EUAs during this pandemic
During the Covid-19 pandemic, the FDA has granted EUAs many 

times to a wide range of medical products, such as ventilators; 
personal protective equipment, including masks; molecular and an-
tigen tests to diagnose Covid-19, and serologic tests to look for 
antibodies; and even treatments, such as remdesivir  and convales-
cent plasma.

An EUA can be revoked,as in the case of hydroxychloroquine 
and chloroquine. These drugs had already been approved to 
treat and prevent malaria, and showed promise against the novel 
coronavirus in laboratory studies. Small early trials in Covid-19 
patients added to the optimism, and the medication was touted by 
President Trump. But larger studies found the medications to be in-
effective in treating patients with Covid-19. Additionally, one of the 
side effects could also potentially be dangerous in people who had 
pre-existing heart conditions. After about two and a half months 
with EUA, the emergency authorization was revoked.

Many experts see granting an EUA to a vaccine against Covid-19 

as problematic. For one, vaccines are given to healthy people by 
choice, unlike medications that are given to gravely ill patients who 
might die without them. So drugmakers have a higher bar, so to 
speak, to make sure there are no unexpected side effects that make 
healthy people sick -- and the only way to find out is in large-scale 
trials, like those going on right now.

The FDA has said it would hold a vaccine to a higher standard. Dr. 
Peter Marks, who heads FDA’s Center for Biologics Evaluation and 
Research, said Thursday that requirements will be stricter than for 
an emergency use authorization for an experimental drug.

“For us, for a vaccine for which there is adequate manufacturing 
information, if we going to do an emergency use authorization, it is 
going to really be like an emergency use authorization plus,” Marks 
told a seminar hosted by Duke University’s Margolis Center for 
Health Policy.

On Friday Marks and Hahn said in a joint blog post they’d be 
issuing more guidance “shortly” about how much higher the bar 
might be.

They noted it is up to the manufacturer to ask the FDA either for 
an EUA or full approval, known as a Biologics License Application. 
With so much at stake, we understand the importance of being as 
transparent as possible about the work we do, including how we 
will make decisions regarding COVID-19 vaccines,” Marks and Hahn 
wrote.

The FDA has already said it would want to see an efficacy of at 
least 50% -- meaning any vaccine, to be considered, would need to 
reduce the risk of infection or of serious illness by at least 50% over 
a placebo.

In a string of tweets by Dr. Peter Hotez, a professor and the dean 
of Tropical Medicine at Baylor College of Medicine, earlier this 
month, he noted that “EUAs involve substandard or lesser reviews. 
How can you justify a substandard or lesser review for something 
that would be injected in tens of millions, maybe hundreds of 
millions of Americans?”

Additionally, Hotez pointed out that the mRNA technology being 
used in two of the vaccines that are the furthest along in Phase 3 
trials -- the Moderna vaccine and the Pfizer/BioNTech vaccine -- is “a 
new technology that has never before been licensed. We have no 
history or experience on such vaccines. Even more reason for a full/
comprehensive review.”

Hotez also brings up the point that in this highly politicized cli-
mate, there is a lack of confidence and trust in the government and 
federal agencies. “We’ve seen how in 2020 the White House has 
abused the EUA mechanism - remember the EUA for hydroxychlo-
roquine that was revoked? Neither does the White House or Dept. 
HHS,” he tweeted.

Political subtext
There is also the worry that the President is looking to make a 

vaccine available for political reasons during the run-up to the 
November election.

President Trump has said several times he thinks a vaccine could 
continued on next page
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be available by Election Day. Without a doubt, the pace of medical 
innovation has moved faster than ever before, and human vaccine 
trials began just 67 days after the virus was first identified. The US 
Centers for Disease Control and Prevention recently told public 
health officials to prepare to distribute a potential vaccine as early 
as end of October. And FDA Commissioner Dr. Stephen Hahn said 
he’d consider an EUA before Phase 3 trials are complete.

Still, several government health officials have told CNN the idea 
that a vaccine could be available to the general public by Novem-
ber 3 is unlikely. “There is a big concern about the sort of political 
expediency and when this [October] date was being picked ... and 
just picking this date, before the election, sort of stokes those fears 
that the government isn’t being duly diligent to make sure that any 
vaccine really is not just efficacious, but has few side effects,” said 
Dr. Ali Khan, dean of the College of Public Health at the University 
of Nebraska Medical Center, and former director of the Office of 
Public Health Preparedness at the CDC.

“So, we’re all optimistic that there are currently three vaccines in 
Phase 3 trials -- that maybe one of these vaccines is so excellent that 
you don’t need to vaccinate 30,000 people to find that it’s going to 
work. However, the concern is that if you don’t do a full set of these 
so-called Phase 3 trials, that you will miss rare side effects,” he said 
on CNN earlier this month.

When a vaccine -- or other medical product -- is given to enough 
people, rare side effects can turn up. In 1976, the govern-
ment  launched a  hastily produced  vaccine about seven months af-
ter the Ford administration was led to believe a pandemic caused 
by a new strain of flu was imminent.

The pandemic never materialized, but 40 million people got vac-
cinated under a compulsory program. That vaccine was later linked 
to a neurological disorder called Guillain-Barré syndrome, which 
can develop after an infection or, rarely, after vaccination with a live 
vaccine. The link was never proved, but the program was stopped.

Also, in order to demonstrate efficacy of the vaccine, dozens of 
people in the placebo group would need to become infected, while 
very few -- if any -- infections would be seen in the vaccinated group 
of trial participants. It may take weeks, if not months, to see that 
difference between the two populations.

Lack of trust
The lack of public trust and vaccine hesitancy are real. A CNN poll 

in August showed 40% of Americans do not want to get a vaccine 
when it becomes available -- even if it is cheap and easy to get. Such 
a low uptake of the vaccine could hurt the country’s ability to get 
the virus under control and return to normalcy.

If history is any indication, skepticism -- if not outright mistrust -- 
about an unapproved vaccine is nothing new. In a study published 
in 2009, months after the US declared a public health emergency 
due to the H1N1 influenza and the World Health Organization de-
clared it a pandemic, researchers explored the public’s willingness 
to use a drug or a vaccine with an EUA (not full FDA approval) by 
surveying a representative sample of more than 1,500 US adults. 

They found more than 77% of respondents would be moderately, 
very or extremely worried if offered an unapproved vaccine; 63% 
said they would not take it.

But there were also some other key factors that would convince 
respondents that a vaccine authorized under an EUA was safe to 
use. If the vaccine were administered by a public health profession-
al, 55% of respondents say they would take it. If it came with a fact 
sheet, just over 57% of those surveyed said they would get it. And if 
it were administered by their own health care provider, that number 
shot up to 68%. Transparency is key in gaining trust.

Those in charge of the country’s health agencies -- Alex Azar at the 
US Department of Health and Human Services, Dr. Francis Collins at 
the National Institutes of Health, Dr. Anthony Fauci at the National 
Institute of Allergy and Infectious Diseases, the FDA’s Dr. Stephen 
Hahn and the CDC’s Dr. Robert Redfield -- have all tried to reas-
sure Americans that politics will not play a role in when a vaccine 
becomes available.

Fauci has said he believes a vaccine will likely come closer to the 
end of the year, and that he wouldn’t be comfortable with making 
a vaccine widely available unless the scientific evidence backed 
it up. “I’m not a regulator. I mean, I just do the science. I’d report 
the science in an accurate way, and certainly if I saw interference, I 
would be very disturbed and call it out,” Fauci told CNN’s Jim Acosta 
on “The Situation Room.”

As for an emergency use authorization, “I would not be comfort-
able with a vaccine unless it was shown in a clinical trial clearly 
to be safe and effective,” Fauci said during an interview on NBC’s 
“Today.” 

Dr. Luciana Borio, the former acting chief scientist at the FDA, 
agrees that a vaccine must be shown to be safe and effective first 
and foremost.

But if a vaccine is shown to be safe and effective in adequate and 
well-controlled clinical trials, it should not be withheld until all the 
stringent licensure requirements for FDA approval are met, because 
some of the requirements cannot be generated quickly.

“Safe & effective vaccines can save lives and help contain the pan-
demic,” Borio tweeted. “The EUA is the most appropriate regulatory 
mechanism for distributing vaccines that have been shown to be 
safe & effective in phase 3 RCTs (randomized controlled trials) but 
have not yet met all of the FDA’s standards for licensure.” 

Moncef Slaoui, chief adviser to Operation Warp Speed, the federal 
government’s Covid-19 vaccine program, said that “it would be 
unethical” to not move quickly to put out a Covid-19 vaccine if it is 
proven to work.

“If we know a vaccine is 70% or 80% or 90% effective, it would be 
unethical to hold it back,” Slaoui said during a CNN interview on 
Friday.

On Tuesday, nine biopharmaceutical companies, including those 
who are furthest along in their vaccine testing programs, signed an 
unusual pledge to uphold “high ethical standards,” suggesting they 
won’t seek premature government approval for Covid-19 vaccines.

They pledged to “Only submit for approval or emergency use au-
continued on next page
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Despite all the intrigue, it may be worthwhile to circle back to the 
original criteria for an EUA -- in particular, the stipulation that it only 
be granted when “there are no adequate, approved, and available 
alternatives.”

While most people understandably don’t want to hear it, there 
is a reasonable alternative, which has worked well  in many places 
around the world, and that is abiding by basic public health mea-
sures: wearing a mask, maintaining physical distance, practicing 
good hand hygiene and staying away from large, especially indoor 
crowds -- especially indoors.

Following those rules will significantly reduce the likelihood of 
people getting sick, and slow the transmission of the virus. It will 
also buy us more time to make sure we get the evidence supporting 
the vaccine totally nailed down.

The amount of Covid-19 antibodies in trial subjects who received 
China’s experimental vaccines remained high six months after the 
first shots, said a top Chinese scientist, projecting confidence that 
the country will be among the first to produce effective inoculation 
against the coronavirus.

The high levels detected in volunteers who took part in the 
earliest clinical trials suggest that the shots are effective and can 
provide immunity against the virus for an extended period of time, 
though final-stage testing results still need to be evaluated, Zeng 
Guang, chief scientist of the Chinese Center for Disease Control and 
Prevention, said in a briefing in Beijing on Friday.

Tianjin-based CanSino Biologics Inc, which is co-developing 
a coronavirus shot with the Chinese military, was the first in the 
world to administer an experimental vaccine into healthy people in 
March, though Zeng did not specify which vaccine candidate he was 
referring to.

Covid Antibodies Endure Over Six 
Months in China Trial Subjects

China now has at least 10 vaccine candidates in human trials, with 
four in the final stages of Phase III testing around the world.

The country’s confidence that it can deliver an effective and safe 
vaccine has grown in recent months. President Xi Jinping in May 
promised that China-developed vaccines would be a global “public 
good” shared by all. Supplying vaccines to other countries could 
help repair China’s image around the world, tarnished by its initial 
missteps in handling the original virus outbreak in Wuhan.

Chinese vaccine developers are now neck-and-neck with western 
pharmaceutical firms including AstraZeneca Plc and Pfizer Inc. in 
the race to deliver a viable vaccine against the novel coronavirus. 
With outbreaks flaring again across Asia and Europe, and govern-
ments bracing for a fresh wave in the northern hemisphere winter, 
pressure is mounting for immunization efforts to deliver, with a 
vaccine key to countries re-opening their economies safely.

While testing is still underway, vaccine developers have quickly 
expanded production capacity to prepare to meet the overwhelm-
ing demand. China’s annual coronavirus vaccine production is 
expected to reach 610 million doses by end of this year and will 
grow to 1 billion doses by the end of 2021, Zheng Zhongwei, an 
official at the country’s National Health Commission, said at Friday’s 
briefing.

China has promised to provide vaccines for at least 62 countries, 
signing formal agreements with allies like Indonesia and Pakistan. 
Meanwhile is appears to be blocking cooperation efforts with coun-
tries with which it has tense relations, such as Canada.

Chinese vaccine frontrunner Sinovac Biotech Ltd., has said that it 
will give countries running its final-stage trials -- Brazil, Indonesia 
and Turkey, among others -- vaccine shots at the same time as the 
Chinese population.

thorization after demonstrating safety and efficacy through a Phase 
3 clinical study that is designed and conducted to meet require-
ments of expert regulatory authorities such as FDA.”

In fact, later that same day, AstraZeneca, one of the signatories of 
the pledge, said it had paused its trials globally because of an un-
explained illness in one volunteer in the UK. The drugmaker called 
the halt “a routine action.”

“In large trials, illnesses will happen by chance but must be 
independently reviewed to check this carefully. We are working to 
expedite the review of the single event to minimize any potential 
impact on the trial timeline,” AstraZeneca said in a statement sent 
to CNN.

According to the FDA’s guidance, any vaccine -- whether under 
emergency authorization or approved -- needs to either prevent 
disease or at least decrease severity by at least 50%.
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What’s for Dinner?

Zoodles with Turkey Meatballs
Servings: 4

Prep Time: 15 minutes

Cook Time: 25 minutes

Ingredients

 •     1 pound lean ground turkey
 •     1/2 cup fresh herbs, chopped (parsley, basil, or dill)
 •     1/2 cup red onion, diced
 •     1/4 cup sun-dried tomatoes canned in oil, drained and chopped
 •     1/2 cup carrots, finely chopped or shredded
 •     1/2 cup portobello mushroom, chopped
 •     1 teaspoon dried oregano
 •     1/2 cup raw oats
 •     1 large egg
 •     1 tablespoon garlic, crushed

 •     1/8 teaspoon salt
 •     1/2 teaspoon ground black pepper
 •     1 tablespoon olive oil, plus a little extra if cooking the noodles
 •     4 cups zucchini, spiralized into noodles (about 4 medium zucchinis)
 •     2 cups marinara sauce
 •     Optional: Chopped parsley
 •     Optional: Parmesan cheese
Directions

1. Preheat the oven to 375 degrees F.
2. In a large bowl, combine the ground turkey, herbs, onion, sun-dried tomatoes, 

carrots, portobello mushrooms, oregano, oats, egg, garlic, salt, and pepper. Mix well.
3. Roll the turkey mixture into meatballs, about 1 1/2 inches in diameter.
4. In a nonstick frying pan or cast-iron skillet over medium-high heat, heat 1 tablespoon 

of olive oil.
5. Add the meatballs to the heated oil and sear them until golden brown, about 2 

minutes on each side. Move the meatballs to a cooling rack when cooked through.
6. Place the meatballs on a baking sheet covered in foil and cook in the oven for 12 to 

15 minutes, or until internal temperature reaches 165 degrees F.
7. While the meatballs are cooking, divide the zucchini noodles into bowls if serving 

raw. In a pan over medium heat, add the marinara sauce and cook until warm, about 
1 to 2 minutes. Spoon the marinara sauce and meatballs on top of the zucchini 
noodles.

8. If you are cooking your zucchini noodles, lightly oil a pan and place it over medi-
um-high heat. Add the zucchini and marinara sauce and cook for 1 to 2 minutes, or 
until slightly softened but still tender. Transfer the noodles to a bowl and spoon the 
meatballs on top.

9. Sprinkle with freshly chopped parsley and Parmesan cheese, if desired. Enjoy!
Nutrition Information (per serving)

•     Calories: 360  •     Total Carbohydrate: 25 g
•     Total fat: 6.5 g  •     Sugars: 4 g
•     Saturated Fat: 3 g  •     Added sugars: 0 g
•     Cholesterol: 95 mg  •    Protein: 32 g 
•     Sodium: 182 mg
Note: Sodium will vary, depending on brand of marinara sauce.
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