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UK to refine allergy warning on Pfizer
vaccine sparked by two adverse reactions

LONDON (Reuters) - Britain’s medi-
cine regulator warned people with sig-
nificant allergies not to get Pfizer-Bi-
oNTech’s COVID-19 vaccine after
two people suffered adverse reactions,
but was set to give more detailed
guidance on Wednesday based on
reviews of those cases.

George Dyer, 90, receives the first
Pfizer/BioNTech COVID-19 vaccine,
administered by General manager

of Covid Recovery Becky Board, at
Croydon’s University Hospital, on the
first day of the largest immunisation
programme in the British history, in
London, Britain December 8, 2020.
Dan Charity/Pool via REUTERS
Starting with the elderly and frontline
workers, Britain began mass vac-
cinating its population on Tuesday,
part of a global drive that poses one
of the biggest logistical challenges in
peacetime history.

National Health Service medical di-
rector Stephen Powis said the advice
had been changed as a precaution
after two NHS workers reported ana-
phylactoid reactions from the vaccine.

“Two people with a history of sig-
nificant allergic reactions responded

adversely yesterday,” Powis said. “Both
are recovering well.”

The Medicines and Healthcare Products
Regulatory Agency (MHRA) initially
advised anyone with “a history of a
significant allergic reaction to a vaccine,
medicine or food” to avoid taking the
vaccine.

However, by the end of Wednesday
that guidance was set to be refined after
discussions with experts on the nature of
the reactions.

“We’re tweaking advice to make it very
clear that if you’ve got a food allergy,
you’re not more at risk,” Imperial Col-
lege London’s Paul Turner, an expert in
allergy and immunology who has been
advising the MHRA on their revised
guidance, told Reuters.

Pfizer and BioNTech said they were sup-
porting the MHRA’s investigation.

Last week Britain’s MHRA became the
first in the world to approve the vaccine,
developed by Germany’s BioNTech and
Pfizer, while the U.S. Food and Drug
Administration (FDA) and European
Medicines Agency (EMA) continue to
assess the data.

Atop U.S. official said on Wednesday
that Americans with known severe
allergic reactions may not be candidates
for Pfizer’s COVID-19 vaccine until
more was understood about what had
happened.

Canada’s health ministry said it would
look at the reported adverse reactions in
Britain, but said adverse events were to
be expected and would not necessarily
change the risk/benefit of the shot, after
the country approved the vaccine.

RELATED COVERAGE

UK medicine regulator examining Pfizer
vaccine reactions as matter of priority
ALLERGIC REACTION

MHRA Chief Executive June Raine told
lawmakers such allergic reactions had
not been a feature of the Pfizer’s clinical
trials.

Pfizer has said people with a history
of severe adverse allergic reactions to
vaccines or the candidate’s ingredients

were excluded from their late stage trials,

which is reflected in the MHRA’s emer-
gency approval protocol.

However, the allergic reactions may have
been caused by a component of Pfizer’s
vaccine called polyethylene glycol, or
PEG, which helps stabilise the shot and
is not in other types of vaccines.

Imperial College London’s Turner
said: “As we’ve had more information
through, the initial concern that maybe
it affects everyone with allergies is not
true.

“The ingredients like PEG which we
think might be responsible for the
reactions are not related to things which
can cause food allergy. Likewise, people
with a known allergy to just one medi-
cine should not be at risk,” Turner told
Reuters.

The EMA said in an email that all qual-
ity, safety and efficacy data would be tak-
en into account in assessing the vaccine,
including data generated outside the EU.

In the United States, the FDA released
documents on Tuesday in preparation
for an advisory committee meeting on
Thursday, saying the Pfizer vaccine’s
efficacy and safety data met its expecta-
tions for authorization.

The briefing documents said 0.63% of

George Dyer, 90, re-
ceives the first Pfizer/
BioNTech COVID-19
vaccine, administered
by General manager
of Covid Recovery
Becky Board, at Croy-
don’s University Hos-
pital, on the first day
of the largest immu-
nisation programme

people in the vaccine group and 0.51%
in the placebo group reported possible
allergic reactions in trials, which Peter
Openshaw, professor of experimental
medicine at Imperial College London,
said was a very small number.

“The fact that we know so soon about
these two allergic reactions and that
the regulator has acted on this to issue
precautionary advice shows that this
monitoring system is working well,” he
said.

However, Gregory Poland, a virologist
and vaccine researcher with the Mayo
Clinic in Rochester, Minnesota, said that
the MHRA and NHS had overreacted
initially.

“I would not have broadened to the
degree they did,” he said.

“It’s reasonable to let the world know
about this, and to be aware of it in terms
of people who have had reactions like
this to vaccines. I think to say medicines,
foods or any other allergies is past the
boundary of science.”
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America ls In Hell

The United States reported 108,044
COVID-19 hospitalizations on Friday,
setting the highest record since the
pandemic began. This is the tenth
consecutive day that the U.S. has
remained above 100,000

states that went in favor of
president—elect Joe Biden.

On Wednesday Biden’ s son Hunter
was under tax investigation, but federal
prosecutors in Delaware now are looking

hospitalizations. into his dealings with a Chinese
businessman.

Today in Washington, D.C. President
Trump signed a one-week stopgap
funding bill to avert a government

shutdown at midnight.

White House Chief of Staff Mark
Meadows today told FDA chief Dr.
Stephen M. Hahn that a vaccine must be
authorized by Friday or he needs to

The Supreme Court today rejected a bid  resign.
from Texas’ s attorney general
supported by Trump to block the ballots

of millions of voters in the battleground

We are very sad to see what is going on
around the nation. Many people are

losing their lives to the COVID-19 virus
and we still don’ t see any measures
being put into place to slow down the

pandemic. Our only hope now is the
vaccine.

1979-2019

Southern News Group Chairman / CEO
Chairman of International Trade & Culture Center

Chairman of International District Houston Texas

Stay Home!

needed oxygen but were not ventilat-
ed, the death rate was reduced 20%,

directly combat the novel coronavirus,
SARS-CoV-2, that causes the disease.

drugs focused on both attacking the vi-
rus and dampening the immune system,

Reduces Death Rates Among
Patients With Severe Cases

Common Steroid Improves

COVID-19 Survival - Study

Compiled And Edited By John T. Robbins, Southern Daily Editor

A cheap, readily available steroid drug
reduced deaths by a third in patients
hospitalized with Covid-19 in a large
study, the first time a therapy has been
shown to possibly improve the odds of
survival with the condition in the sickest
patients.

Full data from the study have not been
published or subjected to scientific scru-
tiny. But outside experts on Tuesday im-
mediately embraced the top-line results.
The drug, dexamethasone, is widely
available and is used to treat conditions
including rheumatoid arthritis, asthma,
and some cancers.

In a statement, Patrick Vallance, the
U.K. government’s chief scientific
adviser, called the result “tremendous
news” and “a ground-breaking develop-
ment in our fight against the disease.”
Scott Gottlieb, a former commissioner
of the U.S. Food and Drug Administra-
tion, called it “a very positive finding”
in an interview on CNBC. “I think it
needs to be validated, but it certainly
suggests that this could be beneficial in

this setting.”

Related

Atul Gawande, the surgeon, writer and
public health researcher, urged caution,
tweeting, “after all the retractions and
walk backs, it is unacceptable to tout
study results by press release without
releasing the paper.”

The study randomly assigned 2,104
patients to receive six milligrams of
dexamethasone once a day, by mouth
or intravenous injection. These were
compared to 4,321 patients assigned to
receive usual care alone.

In patients who needed to be on a
ventilator, dexamethasone reduced the
death rate by 35%, meaning that doctors
would prevent one death by treating
eight ventilated patients. In those who

meaning doctors would need to treat 25
patients to save one life. Both results
were statistically significant.

There was no benefit in patients who
didn’t require any oxygen. The research-
ers running the study, called RECOV-
ERY, decided to stop enrolling patients
on dexamethasone on June 8§ because
they believed they had enough data to
get a clear result.

“Dexamethasone is the first drug

to be shown to improve survival in
COVID-19,” Peter Horby, one of the
lead investigators of the study and a
professor in the Nuffield Department of
Medicine at the University of Oxford,
said in a statement. He added that the
drug should now become the standard
treatment for patients with Covid-19
who need oxygen. “Dexamethasone is
inexpensive, on the shelf, and can be
used immediately to save lives world-
wide.””

APSTOCK
A different arm of the same study
showed on June 5 that hydroxychlo-
roquine, widely touted as a potential
Covid treatment, had no benefit in hos-
pitalized patients. Yesterday, based in
part on those results, the Food and Drug
Administration revoked an Emergency
Use Authorization for using hydroxy-
chloroquine in those patients.
From the start of the pandemic in
March, researchers have focused on
two different stages of Covid-19, which
will likely require very different inter-
ventions. Some drugs are designed to

The first medicine shown to have a
benefit, remdesivir from the biotech firm
Gilead Sciences, falls into this category,
even though, because it must be given
intravenously, it has been tested in hos-
pitalized patients. Remdesivir shortens
the course of infection, but has not been
shown to save lives.

After patients have become profoundly
sick, the problem starts to become not
only the virus but their own immune
system, which attacks the lungs, a con-
dition called acute respiratory distress
syndrome, or ARDS. For these patients,
doctors have believed, they would need
to dampen patients’ immune response
even as they fought the virus.

Initially, excitement in this area fell

on new and expensive drugs, such as
Actemra, a rheumatoid arthritis drug
from Roche that is used to treat a similar
condition caused by some cancer im-
munotherapies. But a study in patients
who needed oxygen showed no benefit
from a similar drug, although another
arm in sicker patients is continuing. The
National Institutes of Health is conduct-
ing a study of an Eli Lilly pill targeting
rheumatoid arthritis, an extension of
the study that showed remdesivir has a
benefit.

Dexamethasone, which reached the
market 59 years ago, seemed an unlike-
ly candidate to help these patients; it
was seen as too crude a way of tamping
down the immune system. In guidelines
for physicians treating the disease, the
NIH doesn’t even mention the therapy.
Studies that are testing other medicines
may now need to incorporate the use of
the drug, which could complicate ana-
lyzing the results. A spokesperson for
Regeneron, which is testing Covid-19

said the company’s studies are written
so that when a new medicine becomes
the standard of care, it becomes avail-
able to patients in the trial.

Some studies have shown a benefit for
using dexamethasone in acute respi-
ratory distress syndrome not related
to Covid-19, although the benefit was
smaller than in RECOVERY.

The result, should it hold up to further
scrutiny, shows the benefit of the strat-
egy of Horby and Martin Landray, the
Oxford researchers who designed the
study, leveraging the U.K. health system
to start a study of multiple inexpensive
potential Covid-19 therapies — includ-
ing hydroxychloroquine, dexametha-
sone, and also some older HIV medi-
cines. Several months into the Covid-19
pandemic, two of the most important
results come from this single study.
Neither of those results, however, have
been scrutinized or published. (Courtesy
stastnews.com)

Every 8 minutes,
we respond
to a disaster.
Your donation can
help impact lives.

American
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A member of Lebanese army walks past the rubble at the site of a blast in Bei- Best S 10 Actor winner Brad Pi its for his O b datthe G < Ball followi
rut’s port area, Lebanon, August 7, 2020. REUTERS/Mohamed Azakir est Supporting Actor winner Brad Pitt waits for his Oscar statue to be engraved at the Governors Ball following

the 92nd Academy Awards in Los Angeles, California, February 9, 2020. REUTERS/Eric Gaillard

People dance at a park almost a year after the global outbreak of the coronavirus in Wuhan,

Hubei province, China. REUTERS/Aly Song A migrant carries her belongings following a fire at the Moria camp for refugees and migrants

on the island of Lesbos, Greece, September 9, 2020. REUTERS/Elias Marcou

IS Pl S Yy e TR~ T e TF G A boy gestures as a man in a Haitian National Police uniform aims a gun during a shoot-
Azeri service members guard the area, which came under the control of Azerbaijan’s troops ing in Champ de Mars, Port-au-Prince, Haiti, February 23, 2020. REUTERS/Andres
following a military conflict over Nagorno-Karabakh against ethnic Armenian forces and a Martinez Casares
further signing of a ceasefire deal, on the border with Iran in Jabrayil District. REUTERS/

Neonatal nurse Kirsty Hartley carries newborn Theo Anderson, who was born
prematurely, to his mother Kirsty Anderson, in the Neonatal Intensive Care Unit at
the Lancashire Women and Newborn Centre at Burnley General Hospital, during the
coronavirus outbreak, in Burnley, East Lancashire, Britain, May 15, 2020. REU-

The headquarters of the Kurdistan Democratic Party (PDK) is seen after it was burnt during anti-gov-
ernment protests on the outskirts of Sulaimaniyah, Iraq. REUTERS/Ako Rasheed
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More Than 300 Texas Hospitals To
Receive ‘Bamlanivimab,” Experimental
Antibody Treatment For COVID-19

NDC 0002-7910-01 s

bamlanivimab = __

injection

700 mg/20 mL
'35 I'I'tg;"mL}
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injection
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Compiled And Edited By John T.

The U.S. Food and Drug Administration
authorized bamlanivimab for Emergency
Use. Eli Lilly and Company created the
drug. It is authorized for for treating mild
to moderate COVID-19 in adults and pe-
diatric patients 12 years and older with a
positive COVID-19 test, who are at high
risk for progressing to severe COVID-19
and/or hospitalization, according to Lilly.
Bamlanivimab should be administered as
soon as possible after a positive COVID-19
test and within 10 days of symptom onset.
Health care workers give it via intravenous
infusion.

Clinical trials showed it could prevent a
patient from going to the hospital. That in-
dication could help our health care workers
who have been battling the virus for eight
months.

“I’m very proud of our people and all the
healthcare workers in Houston. They’ve
really stepped up to the challenge and

For Intravenaus Infusion Cnly
Must diluts befors use
Single-Dose Vial: Discard

Unused Portion

For use under Emergency
Use Authorization (EUA).

Robbins, Southern Daily Editor

tals in Texas should receive it as soon as
next week.

DSHS will allocate this first distribution
of bamlanivimab based on three crite-
ria: new confirmed cases of COVID-19
in the community, new lab-confirmed
COVID-19 admissions to hospitals, and
total lab-confirmed COVID-19 patients
in hospitals.

“This initial allotment of bamlanivimab
will help health care professionals effec-
tively treat cases of COVID-19 within
their communities and aid in reducing
hospitalizations,” Gov. Abbott said. “I
thank the U.S. Department of Health
and Human Services for providing Tex-
as with this crucial antibody therapy that
will help keep Texans safe and mitigate
the spread of COVID-19.”

Texas is receiving the second-highest
number of shipments of the drug, be-
hind Illinois, according to DSHS.

2\ U.S. FOOD & DRUG

ADMINISTRATION

Chris Costa

@ChrisCostaTV

Nov 13

@TexasDSHS

tells me they’ve allocated it to 300+
hospitals across TX. For the first round,
more than 700 doses (1 per person) will
be going to #Houston and #Galveston /
Beaumont trauma service areas. Expect-
ing add’l allocations from fed govt every
week

@KHOU

#khoull #COVID19

Gov. Greg Abbott

@GovAbbott

@TexasDSHS

is allocating an initial shipment of bam-
lanivimab, the

@LillyPad

monoclonal antibody therapy, to be dis-
tributed as early as next week to acute
care hospitals across the state to help
effectively treat #COVID19 & aid in re-
ducing hospitalizations.

Office of the Texas Governor | Greg Abbott

These weekly shipments of doses have
been provided to the state at no cost
through the U.S. Department of Health
and Human Services.

finally getting through this issue.”

Lilly anticipates manufacturing up to 1
million doses of bamlanivimab 700 mg
by the end of 2020, for use around the
world through early next year.

* Bamlanivimab is NOT authorized for
use in patients:

o who are hospitalized due to COVID-19,
OR

o who require oxygen therapy due to
COVID-19, OR

o who require an increase in baseline
oxygen flow rate due to COVID-19 in
those on chronic oxygen therapy due to
underlying non-COVID-19 related co-
morbidity.

Doctors are urging people to be extra dil-
igent with masking and social distancing,
even around close friends and family, to
prevent a second surge. Dr. Callendar
said roughly 50 percent of people who
test positive for COVID-19 show no
signs of being sick.

“I think we still have time to control this
one — keep it from becoming what we
saw in the middle of the summer,” Dr.
Callendar said.

His message comes as Texas’ rates
of COVID-19 soar back to more than
10,000 cases a day for three straight days.
The last time Texas saw those levels was
in mid-July, the worst of the pandemic.
“It’s still going to take everybody taking
those everyday steps to really put a dent
in that big increase in cases we’ve seen
recently,” Van Deusen said.

Related

Arthritis drug ‘cuts elderly
Covid-19 deaths by two-thirds’, say
researchers - raising hopes that it
will save the most vulnerable

KEY POINTS
Daily drug reduces deaths by 71 per
cent in those with moderate or severe
illness
Drug baricitinib, marketed as Olu-

deaths in patients admitted to hospital
with COVID-19 by a remarkable two-
thirds — giving medics a powerful new
weapon in their armoury against the
disease.

The daily pill, first earmarked as a po-
tential Covid game-changer by a British
firm, reduces deaths by 71 per cent in
those with moderate or severe illness,
researchers say.

Importantly, it works in the elderly,
raising hopes that it will save the most
vulnerable.

Called baricitinib, and marketed under
the brand name Olumiant, it is a relative-
ly new drug for rheumatoid arthritis that
has been available for only three years.

An arthritis drug has been found to
cut deaths in patients admitted to hos-
pital with Covid-19 by a remarkable
two-thirds. Picture: Stock

But in February it was identified as a
strong candidate to help treat what was
then the new threat of Covid-19. The
drug was picked out by London-based
BenevolentAl, which examined thou-
sands of existing medicines for signs
they might combat Covid.

Its artificial intelligence program predict-
ed baricitinib would ‘reduce the ability of
the virus to infect lung cells’.

Now the idea has been validated with
pan-European researchers, led by Swe-
den’s Karolinska Institute, reporting
baricitinib slashes death rates in those
admitted to hospital with the disease by

3 PRd M 3 » 3 : 7 - h d . C d l 1
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