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EXCLUSIVE :U.S. opens criminal probe into al-
leged lapses at El1 Lilly plant

Marisa Taylor Mike Spector Dan Levine

The U.S. Justice Department has launched a
criminal investigation into Eli Lilly and Co
(LLY.N) focused on alleged manufacturing
irregularities and records tampering at a factory
in Branchburg, New Jersey, that produces the
pharmaceutical giant’s COVID-19 therapy and

other drugs, three people familiar with the matter

said.

The probe represents a significant escalation of
the government scrutiny on Lilly. The pharma-
ceutical company, one of the world’s largest, has
been under examination for more than a year

by the U.S. Food and Drug Administration over
alleged manufacturing and records violations at
the Branchburg factory.

Reuters questioned Lilly about the criminal
inquiry on Wednesday. On Thursday morning,
the company disclosed in a securities filing that
it had received a subpoena from the Justice De-
partment in May seeking documents related to
the Branchburg factory.

The company did not disclose anything more

about the nature or focus of the investigation and

said it was cooperating fully in the matter.

Lilly said it had previously engaged external
counsel to conduct an independent investigation
of certain allegations relating to the Branchburg

plant. The company submitted the same informa-

tion Thursday to Reuters in response to the news
agency’s questions.

“Lilly is deeply committed to manufacturing
high-quality medicines for patients who need
them, and the safety and quality of our products
is our highest priority,” the company said.

The Justice Department inquiry follows a Reu-

ters report in March that a Lilly human resources
officer alleged she had been forced out of her job

at the factory after undertaking internal investi-
gations of employee complaints about manufac-
turing lapses, falsified or destroyed records and
staff shortages.

In April, employees accused a factory executive
of altering FDA-required documents in order to
downplay problems, according to an unsigned
internal complaint reviewed by Reuters.

The company previously told Reuters that none

of the issues flagged by FDA inspectors affected
the quality of medicines released to doctors and

patients. Lilly also has denied retaliating against
any employees.

The Justice Department inquiry, which involves
U.S. prosecutors and other officials in New Jer-
sey and Washington, began in recent weeks, the
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three people said. The Federal Bureau of Investigation
is participating in the probe, they said.

A spokesman for the New Jersey U.S. attorney’s office
declined to confirm or deny the existence of an investi-
gation. Justice Department and FDA representatives in
Washington had no immediate comment on the probe.
The FBI declined to comment.

The investigation is in its earliest stages, the three
people told Reuters, and the Justice Department has
not accused Lilly or any of its employees of wrongdo-
ing. The department could ultimately pursue criminal
charges, seek civil sanctions or close the probe without
taking action.

Investigators have not zeroed in on specific legal viola-
tions that could form the backbone of a case, one of the
sources said.

Steven Lynn, a former head of the FDA’s Office of
Manufacturing and Product Quality, said the federal
government rarely seeks criminal charges stemming
from manufacturing violations unless those lapses are
extremely serious and the company does little to fix
them.

“This is a big deal,” Lynn said of the Justice Depart-
ment decision to launch a criminal probe of Lilly, echo-
ing three industry and regulatory experts interviewed
by Reuters.

‘OFFICIAL ACTION INDICATED’

In November 2019, FDA inspectors arrived at the
Branchburg plant for an inspection and found that
quality control data had been deleted and not appropri-
ately audited, Reuters has reported. The plant produced
blockbuster diabetes drug Trulicity as well as several
cancer medications.

CORONAVIRUS DIARY

Federal documents show the FDA cited the problems in
March 2020 as “Official Action Indicated,” or OAI, which
is its most serious category of violation. If not addressed,
an OAI can lead to a prohibition on the sale of drugs from
a facility, regulatory experts say. The FDA has not taken
further public action.

Inspectors returned in July and found several more prob-
lems. Among them: Batches of drugs had been discarded
because of manufacturing mistakes and quality control
problems were not being properly investigated by the com-
pany to prevent recurrence.

In response to a Reuters open records request, the FDA in
May released two Lilly memos responding to the problems
that the agency’s inspectors found in New Jersey. Lilly told
the FDA it takes the agency’s findings “very seriously”
and understands ‘“‘the criticality of data integrity across the
entirety of our operations,” a September 2020 Lilly memo
said.

The FDA declined to release additional records about the
New Jersey plant, saying it is “information compiled for
law enforcement purposes” and disclosure could interfere
with such proceedings.

In October, the Trump administration ordered $375 mil-
lion worth of Lilly’s COVID-19 antibody therapy bam-
lanivimab, which is manufactured in Branchburg. Shortly
afterward, the FDA authorized the drug’s use on an emer-
gency basis to help curb the pandemic. Bamlanivimab is
now combined with a second Lilly drug, called etesevimab,
to treat COVID-19.

A condition of the emergency authorization was that an
outside auditor inspect batches of bamlanivimab to en-
sure they met FDA standards. Lilly and the FDA have not
responded to questions from Reuters about whether this
requirement was met.
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many areas of the world. Unless we can
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coronavirus crisis, the world will still be in
chaos.
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An asylum-seeking migrant man from Venezuela carries an elderly woman as
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Editor’s Choice

he walks in the water to cross the Rio Grande river into the United States from
Mexico in Del Rio, Texas. REUTERS/Go Nakamura

New York Governor Andrew Cuomo arrives to visit a new vaccination center for the coronavi-
rus at Grace Baptist Church in Mount Vernon, New York. REUTERS/Mike Segar

Pro-democra-
cy protesters
demonstrate in
front of Royal
Thai police
headquarters
demanding a
discussion on
police corrup-
tion in Bang-
kok, Thailand
February 23.

Police secure the scene of a
mass shooting at a rail yard

run by the Santa Clara Valley
Transportation Authority in San
Jose, California. REUTERS/
Peter DaSilva

The full moon, known as the “Super Flower Moon” rises over the Temple of Poseidon in Cape
Sounion, near Athens, Greece. REUTERS/Alkis Konstantinidis

Principal deputy
press secretary Kar-
ine Jean-Pierre, the
first Black woman to
speak for the White
House in three de-
cades, holds a press
briefing at the White
House, in Washing-
ton. REUTERS/Eve-
lyn Hockstein
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Scientists Are Concerned Vaccines Are Less Effective Against
The Indian Variant And It Could Be Dominant In The UK By June

COVID-19: How Dangerous Is The
Indian Variant? Are Today’s
Vaccmes Less Effective Against It?

The Indian variant could be more transmissible and vaccines could be less effec-

tive against it.

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

A new double mutation COVID-19 variant
is thought to be behind a sudden surge in
cases in India that has overwhelmed hospi-
tals.

The variant was only confirmed on 25
March by the Indian government so the data
are still not 100% clear on its effects when
compared to existing forms of the virus.
However, scientists and doctors are con-
cerned this particular variant could be more
transmissible and may even make vaccines
less effective.

What is the new variant?

Its official name is B.1.617, but is being
called the Indian variant.

Viruses regularly mutate but most are in-
significant, however, some mutations can
make the virus more infectious, deadly or
resistant to vaccines.

The Indian virus is one of those - especially
because two mutations have come together
to help infect cells and evade the immune
system.

It has evolved independently but has the

same mutation as the Californian variant
and nearly the same as the South African
and Brazil/Manaus ones.

In lab tests, the South African variant
(B.1.351) and Brazil variant (P.1) both
have a key mutation, E484K, which can
help the virus evade antibodies produced
by vaccines or by having had COVID-19.
It is also more transmissible.

The Californian variant (B.1.429), dis-
covered in December, carries the L452R
mutation that makes it about 20% more
infectious.

The Indian variant has the E484Q mu-
tation, which is very similar to the one
found in the South African and Brazil
variants, and also has the L452R muta-
tion found in the Californian one.

What is happening in India?

Cases in India have risen rapidly since
mid-March after weeks of steady decline.
Hospitals are becoming overrun and they
are running out of ventilators, with New
Delhi placed under a week’s strict lock-
down from 19 April.

New Delhi’s hospitals are running out
of ventilators.

There is a worry India’s second wave is
even worse than appears, as scientists are
concerned about figures being under-re-
ported.

India also does not have as comprehen-
sive a genome sequencing programme
as the UK so cases of the Indian variant
there are likely to be higher than report-
ed.

“The exponential rise is quite stagger-
ing,” Dr Deepti Gurdasani, clinical ep-
idemiologist and senior lecturer in ma-
chine learning at Queen Mary University
of London, told Sky News.

“We first saw the rise in Maharashtra
state, then other states are seeing a rise.
“What seems quite clear is there’s a rise
and the new variant has become domi-
nant in India.”

Is the Indian variant more transmissible
and will vaccines still work against it?
Dr. Gurdasani, who trained as a doctor
and worked in India for 10 years, said it
is “very likely it’s more transmissible”.
She said: “There are two mutations here.
The first is similar to the Manaus variant
and we know that is affecting vaccine ef-
fectiveness.

“The second is the same as the Califor-
nian, which has been associated in labs
with escaping immunity - both of anti-
bodies and T-cells - and also increased
transmissibility.”

She continued: “This is quite worrying,
it builds a really concerning picture as
it ticks all the boxes for rising cases and

outcompeting the vaccine.

“We don’t have definitive data but we can
see from the other variants there’s more
than enough to be concerned about.”

There are concerns cases are being un-
der-reported in India.

Dr. Gurdasani added that the Indian variant
shares the same mutation as both the South
African and Manaus variants, which has

been associated with a reduction of effec-
tiveness in the Oxford-AstraZeneca, John-
son and Johnson and Novavax vaccines.
Should people in the UK be concerned?
Boris Johnson has postponed his trip to In-
dia due to the surge in cases and shortly af-
ter, India was added to the UK’s “red list”,
where arrivals from certain countries have
to go into hotel quarantine.

Several scientists have called for India to
be on the red list, including Dr Gurdasani,
although she added that the system “doesn’t
work because by the time a variant is here,
it’s too late”.

“Because we are so far into our vaccina-
tion programme and if this variant means a
lower vaccine effectiveness, if this becomes
dominant in the UK it will be catastrophic,”
she added.

“India did not take pre-emptive action and
the situation is really dire - we need to start
acting before it gets as bad as India.”
Professor Christina Pagel, a member of the
Independent Sage committee and director
of clinical operational research at Universi-
ty College London, had also called for India
to be on the red list.
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She said if the UK’s vaccination programme

goes to plan it will still be the end of July
before every adult has one dose, as she
added that since UK schools opened, the
Indian variant is the fastest growing.

It is doubling every week, as did the Kent
variant when it was detected in Septem-
ber, but is doing so under “much tighter
restrictions and more vaxxed people”, she
said.

The British government has said the In-
dian variant is a “variant under investiga-
tion”, not a “variant of concern”, due to
a lack of evidence, so surge testing or fo-
rensic contact tracing are not taking place.
Prof Pagel said: “Because we are very
good at sequencing, we might be the first
country to provide such definitive evi-
dence. But by the time we do, B.1.617 is
likely to be quite widespread and it might
be too late to contain it.”

She predicts that with the current growth
rate, the Indian variant could be dominant

by the end of June. (Courtesy news.sky.
com)
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States are scrambling to figure out how
to govern vehicles in an age of automated
driving, when cars and drivers will have
different levels of control over driving.
Why it matters: Autonomous ve-
hicles will create new traffic risks, espe-
cially during the long transition period
when there will be both AVs and driv-
er-operated vehicles on the road.

*The federal government has signaled
that states should continue to be respon-
sible for setting rules of the road, even
when machines are doing the driving.
*That comes with a host of thorny issues
for states — from how to license auto-
mated drivers to how to rewrite outdated

traffic laws.

What’s happening: Organizations
like the Governors Highway Safety As-
sociation and the American Association
of Motor Vehicle Administrators are
working with AV developers and others
to help states tackle these issues.

*This week (May 8), GHSA and State
Farm will convene a panel of experts to
develop recommendations for how states
can adapt their traffic safety programs
for AVs.

In 2018, AAMVA published guidelines
for states on vehicle registration; driver
training, testing and licensing; traffic law
enforcement, and emergency response.
A committee of the Uniform Law Com-
mission is drafting an AV law that would
address many of the same issues.

The Harvard Kennedy School is bring-
ing regional experts together for a series
of AV policy scrums, as Colleen Quinn
writes below for Axios Expert Voices.
The big picture: About 20 states
and the District of Columbia are prepar-
ing for fully automated vehicles by en-
acting legislation, creating task forces or
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States Need New Tratffic
Laws For Self-Driving Cars

!",;

(IMustration/S. Grlllo/Axms)

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

conducting research, says GHSA.

But even those efforts don’t begin to
address the multitude of traffic safety is-
sues that will occur when AVs begin to
share the roads with human-driven vehi-
cles, Hedlund says.

And most states are doing nothing, a
2018 GHSA study found.

The potential traffic issues:

Ik
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*AVs are programmed to obey speed
limits, but prevailing traffic often moves
faster.

*AVs need to adapt to local driving cus-
toms like the “Pittsburgh left” (letting
the first left-turning vehicle stopped at a
traffic light turn ahead of oncoming traf-
fic when the light turns green).

*Level 4 AVs will stop operating if their
narrowly defined operating rules no lon-
ger apply (think sudden snow squall).
States need to decide whether only pas-
sengers with a valid driver’s license can
ride.

*Can a Level 4 AV legally serve as a des-
ignated driver to carry passengers home
from the bar? Would its occupants be
subject to impaired driving laws?

States must also decide if distracted
driving laws would apply to passengers

ina Level 3 or 4 AV.

The bottom line: “States need to

to step up to the plate and get involved,
because AVs will happen and they will
come to your state, if only for interstate
truck platooning. So you’d better get
ready for them,” says Hedlund. (Courte-
Sy axios.com)
Related

Tesla says it will roll out robo-
taxis in U.S. next year

Tesla plans to introduce self-driving taxis

in some U.S. cities next year, CEO Elon
Musk announced on Monday at a com-
pany event for investors, during which
it also unveiled a new chip to power its
autonomous driving system.

The big picture: Tesla has long
proclaimed its ambition to operate fleets
of self-driving taxis. But limitations of
the company’s currently available au-
tonomous driving tech — along with
well-publicized accidents involving the
limited self-driving technology its cars
currently offer — raise questions about
Tesla’s aggressive timeline.

What’s new: At the event, Tesla un-
veiled a new proprietary chip at the cen-
ter of its autonomous driving tech that it
designed on its own for the first time, and
said it’s already working on the device’s
next iteration. Previously, Tesla had been
using Nvidia chips.

*“All Tesla cars being produced right
now have everything necessary for full
self driving — all you need to do is im-
prove the software,” said Musk of the
new chip. He told investors they’d be
able to test-drive cars with the improved
software later during the event.

*Musk’s acknowledgment of the need
for improved software is also a nod to
the limits of Tesla’s current autonomous
driving system, which cannot currently
handle all aspects of the road without hu-
man intervention.

*What’s next: Tesla is scheduled to
release its latest earnings report Wednes-
day, with analysts expecting disappoint-
ing financial results. (Courtesy axios.
com)
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A balanced meal is a natural way to health
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99 Ranch Market is not affiliated with and is not an agent or representative of any company named herein, 9 Ranch Market and / or its affiliates, subsidiaries,agents and employees do not represent, sponsor or endorse the accuracy, reliability, content or advertisements, whether
in text or graphical form, contained herein. Content provided and maintained by third parties are for advertisement and informational purposes only and constitute neither an endorsement nor 2 recommendation by %9 Ranch Market. The presence of such advertisement on
the premise of 99 Ranch Market does nat imply endorsement of the advertised company or product. 99 Ranch Market has no control and assumes no responsibility as to the performance or accuracy of products and services and services provided by third parties.
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