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Large Vessel Stroke Linked to AstraZeneca 

COVID Vaccine  

Sue Hughes   

 May 25, 2021 

Link: https://www.medscape.com/viewarticle/951852 

 

The first cases of large vessel arterial occlusion strokes linked to the AstraZeneca 

COVID19 vaccine have been described in the United Kingdom. 

The three cases (one of which was fatal) occurred in two women and one man in 

their 30s or 40s and involved blockages of the carotid and middle cerebral artery. 

Two of the three patients also had venous thrombosis involving the portal and 

cerebral venous system. All three also had extremely low platelet counts, 

confirmed antibodies to platelet factor 4, and raised D-dimer levels, all 

characteristic of the vaccine-induced immune thrombotic thrombocytopenia 

(VITT) reaction associated with the AstraZeneca vaccine.    

They are described in detail in a letter published online on May 25 in the Journal 

of Neurology, Neurosurgery & Psychiatry.  

"These are first detailed reports of arterial stroke believed to be caused by VITT 

after the AstraZeneca COVID vaccine, although stroke has been mentioned 

previously in the VITT data," senior author, David Werring, PhD, FRCP, 

commented to Medscape Medical News.  

"VITT has more commonly presented as CVST [Cerebral venous sinus 

thrombosis] which is stroke caused by a venous thrombosis; these cases are 

showing that it can also cause stroke caused by an arterial thrombosis," Werring, 

who is professor of clinical neurology at the Stroke Research Centre, University 
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College London Queen Square Institute of Neurology, United Kingdom, 

explained.    

"In patients who present with ischemic stroke, especially younger patients, and 

who have had the AstraZeneca vaccine within the past month, clinicians need to 

consider VITT as a possible cause, as there is a specific treatment needed for this 

syndrome," he said.    

Young patients presenting with ischemic stroke after receiving the AstraZeneca 

vaccine should urgently be evaluated for VITT with laboratory tests, including 

platelet count, Ddimers, fibrinogen, and anti-PF4 antibodies, the authors write, 

and then managed by a multidisciplinary team including hematology, neurology, 

stroke, neurosurgery, neuroradiology, for rapid access to treatments including 

intravenous immune globulin, methylprednisolone, plasmapheresis and 

nonheparin anticoagulants such as fondaparinux, argatroban, or direct oral 

anticoagulants. 

Werring noted that these reports do not add anything to the overall risk/benefit of 

the vaccine, as they are only describing three cases. 

"While VITT is very serious, the benefit of the vaccine still outweighs its risks," 

he said. "Around 40% of patients hospitalized with COVID-19 experience some 

sort of thrombosis and about 1.5% have an ischemic stroke. Whereas latest 

figures from the UK estimate the incidence of VITT with the AstraZeneca 

vaccine of 1 in 50,000 to 1 in 100,000. 

 "Our report doesn't suggest that VITT is more common than these latest figures 

estimate but we are just drawing attention to an alternative presentation," he 

added.   
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A grim warning from Israel: Vaccination 

blunts, but does not defeat Delta 

With early vaccination and outstanding data, country is the world’s real-life 

COVID-19 lab 

SOURCE: SCIENCE 

LINK: HTTPS://WWW.SCIENCE.ORG/CONTENT/ARTICLE/GRIM-

WARNING-ISRAEL-VACCINATION-BLUNTS-DOES-NOT-DEFEAT-

DELT 

AUTHOR: MEREDITH WADMAN 

PUBLISHED ON: 16 AUG., 2021 

 

“Now is a critical time,” Israeli Minister of Health Nitzan Horowitz said as the 

56-year-old got a COVID-19 booster shot on 13 August, the day his country 

became the first nation to offer a third dose of vaccine to people as young as age 

50. “We’re in a race against the pandemic.” 

His message was meant for his fellow Israelis, but it is a warning to the world. 

Israel has among the world’s highest levels of vaccination for COVID-19, with 

78% of those 12 and older fully vaccinated, the vast majority with the Pfizer 

vaccine. Yet the country is now logging one of the world’s highest infection rates, 

with nearly 650 new cases daily per million people. More than half are in fully 

vaccinated people, underscoring the extraordinary transmissibility of the Delta 

variant and stoking concerns that the benefits of vaccination ebb over time. 

The sheer number of vaccinated Israelis means some breakthrough infections 

were inevitable, and the unvaccinated are still far more likely to end up in the 
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hospital or die. But Israel’s experience is forcing the booster issue onto the radar 

for other nations, suggesting as it does that even the best vaccinated countries will 

face a Delta surge. 

“This is a very clear warning sign for the rest of world,” says Ran Balicer, chief 

innovation officer at Clalit Health Services (CHS), Israel’s largest health 

maintenance organization (HMO). “If it can happen here, it can probably happen 

everywhere.” 

Israel is being closely watched now because it was one of the first countries out 

of the gate with vaccinations in December 2020 and quickly achieved a degree of 

population coverage that was the envy of other nations— for a time. The nation 

of 9.3 million also has a robust public health infrastructure and a population 

wholly enrolled in HMOs that track them closely, allowing it to produce high-

quality, real-world data on how well vaccines are working. 

“I watch [Israeli data] very, very closely because it is some of the absolutely best 

data coming out anywhere in the world,” says David O’Connor, a viral 

sequencing expert at the University of Wisconsin, Madison. “Israel is the model,” 

agrees Eric Topol, a physician-scientist at Scripps Research. “It’s pure mRNA 

[messenger RNA] vaccines. It’s out there early. It’s got a very high level 

population [uptake]. It’s a working experimental lab for us to learn from.” 

Israel’s HMOs, led by CHS and Maccabi Healthcare Services (MHS), track 

demographics, comorbidities, and a trove of coronavirus metrics on infections, 

illnesses, and deaths. “We have rich individual-level data that allows us to 

provide real-world evidence in near–real time,” Balicer says. (The United 

Kingdom also compiles a wealth of data. But its vaccination campaign ramped 

up later than Israel’s, making its current situation less reflective of what the future 
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may portend; and it has used three different vaccines, making its data harder to 

parse.) 

Now, the effects of waning immunity may be beginning to show in Israelis 

vaccinated in early winter; a preprint published last month by physician Tal 

Patalon and colleagues at KSM, the research arm of MHS, found that protection 

from COVID-19 infection during June and July dropped in proportion to the 

length of time since an individual was vaccinated. People vaccinated in January 

had a 2.26 times greater risk for a breakthrough infection than those vaccinated 

in April. (Potential confounders include the fact that the very oldest Israelis, with 

the weakest immune systems, were vaccinated first.) 

Israel’s sobering setback 

Israel, which has led the world in launching vaccinations and in data gathering, 

is confronting a surge of COVID-19 cases that officials expect to push hospitals 

to the brink. Nearly 60% of gravely ill patients are fully vaccinated. 

At the same time, cases in the country, which were scarcely registering at the start 

of summer, have been doubling every week to 10 days since then, with the Delta 

variant responsible for most of them. They have now soared to their highest level 

since mid-February, with hospitalizations and intensive care unit admissions 

beginning to follow. How much of the current surge is due to waning immunity 

versus the power of the Delta variant to spread like wildfire is uncertain. 

What is clear is that “breakthrough” cases are not the rare events the term implies. 

As of 15 August, 514 Israelis were hospitalized with severe or critical COVID-

19, a 31% increase from just 4 days earlier. Of the 514, 59% were fully 

vaccinated. Of the vaccinated, 87% were 60 or older. “There are so many 

breakthrough infections that they dominate and most of the hospitalized patients 

are actually vaccinated,” says Uri Shalit, a bioinformatician at the Israel Institute 
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of Technology (Technion) who has consulted on COVID-19 for the government. 

“One of the big stories from Israel [is]: ‘Vaccines work, but not well enough.’” 

“The most frightening thing to the government and the Ministry of Health is the 

burden on hospitals,” says Dror Mevorach, who cares for COVID-19 patients at 

Hadassah Hospital Ein Kerem and advises the government. At his hospital, he is 

lining up anesthesiologists and surgeons to spell his medical staff in case they 

become overwhelmed by a wave like January’s, when COVID-19 patients filled 

200 beds. “The staff is exhausted,” he says, and he has restarted a weekly support 

group for them “to avoid some kind of PTSD [post-traumatic stress disorder] 

effect.” 

To try to tame the surge, Israel has turned to booster shots, starting on 30 

July  with people 60 and older and, last Friday, expanding to people 50 and older. 

As of Monday, nearly 1 million Israelis had received a third dose, according to 

the Ministry of Health. Global health leaders including Tedros Adhanom 

Ghebreyesus, director-general of the World Health Organization, have pleaded 

with developed countries not to administer boosters given that most of the world’s 

population hasn’t received even a single dose. The wealthy nations pondering or 

already administering booster vaccines so far mostly reserve them for special 

populations such as the immune compromised and health care workers. 

Still, studies suggest boosters might have broader value. Researchers have shown 

that boosting induces a prompt surge in antibodies, which are needed in the nose 

and throat as a crucial first line of defense against infection. The Israeli 

government’s decision to start boosting those 50 and older was driven by 

preliminary Ministry of Health data indicating people over age 60 who have 

received a third dose were half as likely as their twice-vaccinated peers to be 

hospitalized in recent days, Mevorach says. CHS also reported that out of a 

sample of more than 4500 patients who received boosters, 88% said any side 
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effects from the third shot were no worse, and sometimes milder, than from the 

second. 

Yet boosters are unlikely to tame a Delta surge on their own, says Dvir Aran, a 

biomedical data scientist at Technion. In Israel, the current surge is so steep that 

“even if you get two-thirds of those 60-plus [boosted], it’s just gonna give us 

another week, maybe 2 weeks until our hospitals are flooded.” He says it’s also 

critical to vaccinate those who still haven’t received their first or second doses, 

and to return to the masking and social distancing Israel thought it had left 

behind—but has begun to reinstate. 

Aran’s message for the United States and other wealthier nations considering 

boosters is stark: “Do not think that the boosters are the solution.” 
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Source: CBS Boston 

Link: https://boston.cbslocal.com/2021/09/15/brown-university-covid-

dining-stduents-gathering/ 

Published: September 15, 2021 at 8:43 am 

Filed Under:Brown University, Coronavirus, Rhode Island News 

 

Brown University Pauses Indoor Dining, Limits 

Student Gatherings As COVID Cases Rise 

PROVIDENCE, R.I. (AP) — Brown University has paused in-person dining and 

placed a limit of five people for undergraduate social gatherings in response to a 

recent rise in confirmed coronavirus cases on campus. 

The Ivy League school had 82 confirmed positive COVID-19 tests, primarily 

among undergraduate students, in the past seven days, according to a statement 

Monday. 

 “The increase in positive asymptomatic test results is a reflection of the 

transmissibility of the delta variant, our significant increase in the number of tests 

conducted at Brown, and an increase in our student population, some of whom 

have been engaging with other students in multiple smaller groups outside the 

classroom, especially indoors without masks,” the school’s statement said. 

Those testing positive generally remain asymptomatic and there are no 

indications of serious illness and no hospitalizations, the school said. 
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There is no evidence of spread in classrooms, and classes will continue, the school 

said. 

The “short-term” restrictions also include increased undergraduate student testing 

from once to twice per week and an indoor mask requirement. 

Brown requires vaccinations for students and employees. 

 (© Copyright 2021 The Associated Press. All Rights Reserved. This material may 

not be published, broadcast, rewritten or redistributed.) 
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$101 MILLION AWARD FOR ENCEPHALOPATHY 

FROM MMR VACCINE 

(July 17th, 2018. SARASOTA, FL) 

 

Link: https://www.mctlaw.com/101-million-dollar-vaccine-injury-mmr/ 

 

— mctlaw attorneys negotiated a $101 million settlement for an infant who 

suffered a severe reaction to the MMR vaccine. 

 

O.R.* was a one-year-old healthy baby girl who was already walking and 

climbing.  On February 13, 2013, she received vaccinations for Measles Mumps 

Rubella (MMR), Hepatitis A, Haemophilus Influenzae type B (Hip), Prevnar 

(pneumonia), and Varicella (chickenpox). 

That evening, the mother noticed baby O.R. was irritable and feverish. After a 

call to the pediatrician, the doctor advised Mom to give her Tylenol and Benadryl. 

The fever continued for several days and on the evening before her scheduled 

pediatrician visit, O.R. began having severe seizures. 

She was rushed to the emergency room.  Baby O.R. went into cardiac and 

respiratory arrest and doctors placed her on a ventilator. 

The seizures and cardiac arrest left O.R. with a severe brain injury, 

encephalopathy, cortical vision impairment, truncal hypotonia (low muscle tone), 

and kidney failure. 

 

After months of treatment at the hospital, baby O.R. finally went home, but her 

disabilities require specialized medical care and supervision around the clock for 

the rest of her life. 
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The $101 million-dollar settlement pays for the child’s constant high-level 

medical care needed for the rest of her life. The family received a lump sum of $1 

million dollars to cover the immediate costs of medical bills and expenses. The 

rest will be paid out through an annuity over the child’s lifetime. 

 

FILING THE VACCINE INJURY CLAIM IN FEDERAL COURT 

Attorney Diana Stadelnikas represented the child and her parents in the National 

Vaccine Injury Compensation Program. Ms. Stadelnikas is an experienced 

Vaccine Injury Attorney and also a former Registered Nurse. 

 

She filed a claim with the Vaccine Court on behalf of O.R. alleging the MMR 

immunization triggered the severe, but rare, reaction. 

Stadelnikas filed the case in the U.S. Court of Claims against the Secretary of the 

Department of Health and Human Services (HHS). Upon reviewing the records 

and evidence, HHS conceded the case and agreed that O.R. was entitled to 

compensation for her vaccine-related injuries. 

$101 MILLION VACCINE INJURY SETTLEMENT 

The family received a lump sum of $1 million dollars to cover the immediate 

costs of medical bills and expenses from when the injury first happened. 

The rest will be paid out through an annuity over the child’s lifetime. Attorney’s 

fees and costs are paid by the Vaccine Injury Compensation Program separately 

from the money awarded to the child. 

You can read the actual decision on the Court of Federal Claims website: Case 

Number 16-119V: MMR Vaccine; Encephalopathy.  Thankfully, this family 

reached out to our vaccine injury team and we were able to help them, says 
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attorney Diana Stadelnikas. Vaccine injury cases are medically and legally 

complex; I cannot stress enough how important it is to work with an attorney who 

has experience representing injured families in the Vaccine Program to 

successfully navigate the complexities, urges Stadelnikas. The outcome here was 

a result of hard work, devotion, and the collaborative efforts of our experienced 

team.  

The attorneys at Maglio Christopher & Toale, P.A. have extensive experience 

representing people in the National Vaccine Injury Compensation Program 

(NVICP). 

For almost 20 years the lawyers at our firm have helped people in all 50 states 

file vaccine injury claims. We have offices located in Washington, DC, Sarasota, 

FL and Seattle, WA. Our DC office is located two blocks from the Vaccine Court. 

Vaccine injuries are not personal injury cases, they are a unique part of the 

Federal Court system. There are a small number of attorneys across the US who 

regularly practice in this court. MCT Law represents our clients in vaccine injury 

cases at no cost to them. 

The NVICP pays attorney’s fees separately from the victim’s claim. This way, 

the victim keeps 100% of their award and never shares any part of it with their 

attorney. You can review a list of over 500 of our case results 

here: https://www.mctlaw.com/vaccine-injury/cases/ 

 

In 1986 the federal government set up the National Vaccine Injury Compensation 

Program. This way, the government may compensate the small percentage of 

people who experience rare and severe vaccine reactions. As of June 2018, the 

program trust contains over $3.75 billion dollars to compensate patients who 

experience adverse vaccine reactions. 
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JUSTICE NEWS

Department of Justice

Office of Public Affairs

GlaxoSmithKline to Plead Guilty and Pay $3 Billion to Resolve Fraud Allegations and
Failure to Report Safety Data

Largest Health Care Fraud Settlement in U.S. History

Global health care giant GlaxoSmithKline LLC (GSK) agreed to plead guilty and to pay $3 billion to resolve its criminal
and civil liability arising from the company’s unlawful promotion of certain prescription drugs, its failure to report certain
safety data, and its civil liability for alleged false price reporting practices, the Justice Department announced today. The
resolution is the largest health care fraud settlement in U.S. history and the largest payment ever by a drug company.

 

GSK agreed to plead guilty to a three-count criminal information, including two counts of introducing misbranded drugs,
Paxil and Wellbutrin, into interstate commerce and one count of failing to report safety data about the drug Avandia to
the Food and Drug Administration (FDA). Under the terms of the plea agreement, GSK will pay a total of $1 billion,
including a criminal fine of $956,814,400 and forfeiture in the amount of $43,185,600. The criminal plea agreement also
includes certain non-monetary compliance commitments and certifications by GSK’s U.S. president and board of
directors. GSK’s guilty plea and sentence is not final until accepted by the U.S. District Court.

 

GSK will also pay $2 billion to resolve its civil liabilities with the federal government under the False Claims Act, as well
as the states. The civil settlement resolves claims relating to Paxil, Wellbutrin and Avandia, as well as additional drugs,
and also resolves pricing fraud allegations.

 

“Today’s multi-billion dollar settlement is unprecedented in both size and scope. It underscores the Administration’s firm
commitment to protecting the American people and holding accountable those who commit health care fraud,” said
James M. Cole, Deputy Attorney General. “At every level, we are determined to stop practices that jeopardize patients’
health, harm taxpayers, and violate the public trust – and this historic action is a clear warning to any company that
chooses to break the law.”

 

“Today’s historic settlement is a major milestone in our efforts to stamp out health care fraud,” said Bill Corr, Deputy
Secretary of the Department of Health and Human Services (HHS). “For a long time, our health care system had been
a target for cheaters who thought they could make an easy profit at the expense of public safety, taxpayers, and the
millions of Americans who depend on programs like Medicare and Medicaid. But thanks to strong enforcement actions
like those we have announced today, that equation is rapidly changing.”
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This resolution marks the culmination of an extensive investigation by special agents from HHS-OIG, FDA and FBI,
along with law enforcement partners across the federal government. Moving forward, GSK will be subject to stringent
requirements under its corporate integrity agreement with HHS-OIG; this agreement is designed to increase
accountability and transparency and prevent future fraud and abuse. Effective law enforcement partnerships and fraud
prevention are hallmarks of the Health Care Fraud Prevention and Enforcement Action Team (HEAT) initiative, which
fosters government collaboration to fight fraud. 

 

Criminal Plea Agreement

 

Under the provisions of the Food, Drug and Cosmetic Act, a company in its application to the FDA must specify each
intended use of a drug. After the FDA approves the product as safe and effective for a specified use, a company’s
promotional activities must be limited to the intended uses that FDA approved. In fact, promotion by the manufacturer
for other uses – known as “off-label uses” – renders the product “misbranded.”

 

Paxil: In the criminal information, the government alleges that, from April 1998 to August 2003, GSK unlawfully
promoted Paxil for treating depression in patients under age 18, even though the FDA has never approved it for
pediatric use. The United States alleges that, among other things, GSK participated in preparing, publishing and
distributing a misleading medical journal article that misreported that a clinical trial of Paxil demonstrated efficacy in the
treatment of depression in patients under age 18, when the study failed to demonstrate efficacy. At the same time, the
United States alleges, GSK did not make available data from two other studies in which Paxil also failed to demonstrate
efficacy in treating depression in patients under 18. The United States further alleges that GSK sponsored dinner
programs, lunch programs, spa programs and similar activities to promote the use of Paxil in children and adolescents.
GSK paid a speaker to talk to an audience of doctors and paid for the meal or spa treatment for the doctors who
attended. Since 2004, Paxil, like other antidepressants, included on its label a “black box warning” stating that
antidepressants may increase the risk of suicidal thinking and behavior in short-term studies in patients under age 18.
GSK agreed to plead guilty to misbranding Paxil in that its labeling was false and misleading regarding the use of Paxil
for patients under 18.

 

Wellbutrin: The United States also alleges that, from January 1999 to December 2003, GSK promoted Wellbutrin,
approved at that time only for Major Depressive Disorder, for weight loss, the treatment of sexual dysfunction,
substance addictions and Attention Deficit Hyperactivity Disorder, among other off-label uses. The United States
contends that GSK paid millions of dollars to doctors to speak at and attend meetings, sometimes at lavish resorts, at
which the off-label uses of Wellbutrin were routinely promoted and also used sales representatives, sham advisory
boards, and supposedly independent Continuing Medical Education (CME) programs to promote Wllbutrin for these
unapproved uses. GSK has agreed to plead guilty to misbranding Wellbutrin in that its labeling did not bear adequate
directions for these off-label uses. For the Paxil and Wellbutrin misbranding offenses, GSK has agreed to pay a criminal
fine and forfeiture of $757,387,200.

 

Avandia: The United States alleges that, between 2001 and 2007, GSK failed to include certain safety data about
Avandia, a diabetes drug, in reports to the FDA that are meant to allow the FDA to determine if a drug continues to be
safe for its approved indications and to spot drug safety trends. The missing information included data regarding certain
post-marketing studies, as well as data regarding two studies undertaken in response to European regulators’ concerns
about the cardiovascular safety of Avandia. Since 2007, the FDA has added two black box warnings to the Avandia
label to alert physicians about the potential increased risk of (1) congestive heart failure, and (2) myocardial infarction

102



(heart attack). GSK has agreed to plead guilty to failing to report data to the FDA and has agreed to pay a criminal fine
in the amount of $242,612,800 for its unlawful conduct concerning Avandia.

 

“This case demonstrates our continuing commitment to ensuring that the messages provided by drug manufacturers to
physicians and patients are true and accurate and that decisions as to what drugs are prescribed to sick patients are
based on best medical judgments, not false and misleading claims or improper financial inducements,” said Carmen
Ortiz, U.S. Attorney for the District of Massachusetts.

 

“Patients rely on their physicians to prescribe the drugs they need,” said John Walsh, U.S. Attorney for Colorado. “The
pharmaceutical industries’ drive for profits can distort the information provided to physicians concerning drugs.  This
case will help to ensure that your physician will make prescribing decisions based on good science and not on
misinformation, money or favors provided by the pharmaceutical industry.”

 

Civil Settlement Agreement

 

As part of this global resolution, GSK has agreed to resolve its civil liability for the following alleged conduct: (1)
promoting the drugs Paxil, Wellbutrin, Advair, Lamictal and Zofran for off-label, non-covered uses and paying kickbacks
to physicians to prescribe those drugs as well as the drugs Imitrex, Lotronex, Flovent and Valtrex; (2) making false and
misleading statements concerning the safety of Avandia; and (3) reporting false best prices and underpaying rebates
owed under the Medicaid Drug Rebate Program.

 

Off-Label Promotion and Kickbacks: The civil settlement resolves claims set forth in a complaint filed by the United
States alleging that, in addition to promoting the drugs Paxil and Wellbutrin for unapproved, non-covered uses, GSK
also promoted its asthma drug, Advair, for first-line therapy for mild asthma patients even though it was not approvedor
medically appropriate under these circumstances. GSK also promoted Advair for chronic obstructive pulmonary disease
with misleading claims as to the relevant treatment guidelines. The civil settlement also resolves allegations that GSK
promoted Lamictal, an anti-epileptic medication, for off-label, non-covered psychiatric uses, neuropathic pain and pain
management. It further resolves allegations that GSK promoted certain forms of Zofran, approved only for post-
operative nausea, for the treatment of morning sickness in pregnant women. It also includes allegations that GSK paid
kickbacks to health care professionals to induce them to promote and prescribe these drugs as well as the drugs
Imitrex, Lotronex, Flovent and Valtrex. The United States alleges that this conduct caused false claims to be submitted
to federal health care programs.

 

GSK has agreed to pay $1.043 billion relating to false claims arising from this alleged conduct. The federal share of this
settlement is $832 million and the state share is $210 million.

 

This off-label civil settlement resolves four lawsuits pending in federal court in the District of Massachusetts under the
qui tam, or whistleblower, provisions of the False Claims Act, which allow private citizens to bring civil actions on behalf
of the United States and share in any recovery.

 

Avandia: In its civil settlement agreement, the United States alleges that GSK promoted Avandia to physicians and
other health care providers with false and misleading representations about Avandia’s safety profile, causing false
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claims to be submitted to federal health care programs. Specifically, the United States alleges that GSK stated that
Avandia had a positive cholesterol profile despite having no well-controlled studies to support that message. The United
States also alleges that the company sponsored programs suggesting cardiovascular benefits from Avandia therapy
despite warnings on the FDA-approved label regarding cardiovascular risks. GSK has agreed to pay $657 million
relating to false claims arising from misrepresentations about Avandia. The federal share of this settlement is $508
million and the state share is $149 million.

 

Price Reporting: GSK is also resolving allegations that, between 1994 and 2003, GSK and its corporate predecessors
reported false drug prices, which resulted in GSK’s underpaying rebates owed under theMedicaid Drug Rebate
Program. By law, GSK was required to report the lowest, or “best” price that it charged its customers and to pay
quarterly rebates to the states based on those reported prices. When drugs are sold to purchasers in contingent
arrangements known as “bundles,” the discounts offered for the bundled drugs must be reallocated across all products
in the bundle proportionate to the dollar value of the units sold. The United States alleges that GSK had bundled sales
arrangements that included steep discounts known as “nominal” pricing and yet failed to take such contingent
arrangements into account when calculating and reporting its best prices to the Department of Health and Human
Services. Had it done so, the effective prices on certain drugs would have been different, and, in some instances,
triggered a new, lower best price than what GSK reported. As a result, GSK underpaid rebates due to Medicaid and
overcharged certain Public Health Service entities for its drugs, the United States contends. GSK has agreed to pay
$300 million to resolve these allegations, including $160,972,069 to the federal government, $118,792,931 to thestates,
and $20,235,000 to certain Public Health Service entities who paid inflated prices for the drugs at issue.

 

Except to the extent that GSK has agreed to plead guilty to the three-count criminal information, the claims settled by
these agreements are allegations only, and there has been no determination of liability.

 

“This landmark settlement demonstrates the Department’s commitment to protecting the American public against illegal
conduct and fraud by pharmaceutical companies,” said Stuart F. Delery, Acting Assistant Attorney General for the
Justice Department’s Civil Division. “Doctors need truthful, fair, balanced information when deciding whether the
benefits of a drug outweigh its safety risks.  By the same token, the FDA needs all necessary safety-related information
to identify safety trends and to determine whether a drug is safe and effective.  Unlawful promotion of drugs for
unapproved uses and failing to report adverse drug experiences to the FDA can tip the balance of those important
decisions, and the Justice Department will not tolerate attempts by those who seek to corrupt our health care system in
this way.”

 

Non-monetary Provisions and Corporate Integrity Agreement

 

In addition to the criminal and civil resolutions, GSK has executed a five-year Corporate Integrity Agreement (CIA) with
the Department of Health and Human Services, Office of Inspector General (HHS-OIG). The plea agreement and CIA
include novel provisions that require that GSK implement and/or maintain major changes to the way it does business,
including changing the way its sales force is compensated to remove compensation based on sales goals for territories,
one of the driving forces behind much of the conduct at issue in this matter. Under the CIA, GSK is required to change
its executive compensation program to permit the company to recoup annual bonuses and long-term incentives from
covered executives if they, or their subordinates, engage in significant misconduct. GSK may recoup monies from
executives who are current employees and those who have left the company.  Among other things, the CIA also
requires GSK to implement and maintain transparency in its research practices and publication policies and to follow
specified policies in its contracts with various health care payors.
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“Our five-year integrity agreement with GlaxoSmithKline requires individual accountability of its board and
executives,” said Daniel R. Levinson, Inspector General of the U.S. Department of Health and Human Services. “For
example, company executives may have to forfeit annual bonuses if they or their subordinates engage in significant
misconduct, and sales agents are now being paid based on quality of service rather than sales targets.”    

 

“The FDA Office of Criminal Investigations will aggressively pursue pharmaceutical companies that choose to put profits
before the public’s health,” said Deborah M. Autor, Esq., Deputy Commissioner for Global Regulatory Operations and
Policy, U.S. Food and Drug Administration. “We will continue to work with the Justice Department and our law
enforcement counterparts to target companies that disregard the protections of the drug approval process by promoting
drugs for uses when they have not been proven to be safe and effective for those uses, and that fail to report required
drug safety information to the FDA.”

 

“The record settlement obtained by the multi-agency investigative team shows not only the importance of working with
our partners, but also the importance of the public providing their knowledge of suspect schemes to the government,”
said Kevin Perkins, Acting Executive Assistant Director of the FBI’s Criminal, Cyber, Response and Services Branch.
“Together, we will continue to bring to justice those engaged in illegal schemes that threaten the safety of prescription
drugs and other critical elements of our nation’s healthcare system.”

 

“ Federal employees deserve health care providers and suppliers, including drug manufacturers, that meet the highest
standards of ethical and professional behavior,” said Patrick E. McFarland, Inspector General of the U.S. Office of
Personnel Management. “Today’s settlement reminds the pharmaceutical industry that they must observe those
standards and reflects the commitment of Federal law enforcement organizations to pursue improper and illegal
conduct that places health care consumers at risk.”

 

“Today’s announcement illustrates the efforts of VA OIG and its law enforcement partners in ensuring the integrity of the
medical care provided our nation’s veterans by the Department of Veterans Affairs,” said George J. Opfer, Inspector
General of the Department of Veterans Affairs. “The monetary recoveries realized by VA in this settlement will directly
benefit VA healthcare programs that provide for veterans’ continued care.”

 

“This settlement sends a clear message that taking advantage of federal health care programs has substantial
consequences for those who try,”  said Rafael A. Medina, Special Agent in Charge of the Northeast Area Office of
Inspector General for the U.S. Postal Service. “The U.S. Postal Service pays more than one billion dollars a year in
workers' compensation benefits and our office is committed to pursuing those individuals or entities whose fraudulent
acts continue to unfairly add to that cost.”

 

A Multilateral Effort

 

The criminal case is being prosecuted by the U.S. Attorney’s Office for the District of Massachusetts and the Civil
Division’s Consumer Protection Branch. The civil settlement was reached by the U.S. Attorney’s Office for the District of
Massachusetts, the U.S. Attorney’s Office for the District of Colorado and the Civil Division’s Commercial Litigation
Branch. Assistance was provided by the HHS Office of Counsel to the Inspector General, Office of the General
Counsel-CMS Division and FDA’s Office of Chief Counsel as well as the National Association of Medicaid Fraud Control
Units.

105



 

This matter was investigated by agents from the HHS-OIG; the FDA’s Office of Criminal Investigations; the Defense
Criminal Investigative Service of the Department of Defense; the Office of the Inspector General for the Office of
Personnel Management; the Department of Veterans Affairs; the Department of Labor; TRICARE Program Integrity; the
Office of Inspector General for the U.S. Postal Service and the FBI.

 

This resolution is part of the government’s emphasis on combating health care fraud and another step for the Health
Care Fraud Prevention and Enforcement Action Team (HEAT) initiative, which was announced in May 2009 by Attorney
General Eric Holder and Kathleen Sebelius, Secretary of HHS. The partnership between the two departments has
focused efforts to reduce and prevent Medicare and Medicaid financial fraud through enhanced cooperation. Over the
last three years, the department has recovered a total of more than $10.2 billion in settlements, judgments, fines,
restitution, and forfeiture in health care fraud matters pursued under the False Claims Act and the Food, Drug and
Cosmetic Act.

 

Court documents related to today’s settlement can be viewed online at www.justice.gov/opa/gsk-docs.html .

Related Materials:

Remarks by the Deputy Attorney General James M. Cole at the GSK Press Conference 
Remarks by Acting Assistant Attorney General for the Civil Division Stuart F. Delery at the GSK Press Conference

Topic(s): 
Consumer Protection

Component(s): 
Civil Division

Press Release Number: 
12-842

Updated May 22, 2015
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PMOPG/E/2021/0588364 

8.12.21 

To, 

The Hon'ble Prime Minister of India 

 

    Sub:  Petition to improve and make functional, AEFI Reporting and it’s active Monitoring 

in India 

 

Dear Sir, 

 

We, Indian Doctors for Truth are alarmed that there is practically no proper protocol to report 

Adverse Event Following Immunization (AEFI) in India, as mass vaccination drive for Covid 

vaccines is implemented.  

 

Following the 11 deaths of health care and frontline workers that were reported from across 

the country after administration of Serum Institute’s Covishield vaccine, the issue of AEFI 

reporting was raised by two-dozen scientists including Virologist, Dr Jacob T John in a letter 

to Health Minister Dr. Harsh Vardhan and Drugs Controller General of India (DCGI) V.G. 

Somani, dated 31st January 2021. Despite the warning, no action was taken, although Dr. N. 

K. Arora is the Working Group chairman of National Technical Advisory Group on 

Immunization (NTAGI) and as a member of National AEFI Committee, he himself had raised 

the issue about the absence of a proper mechanism in May 2021.  

 

Briefing the press, Dr NK Arora had said, “As of now, monitoring the vaccine recipient up to 

72 hours post-vaccination is the norm. It should be done in at least 28 days. There must be a 

proper mechanism to report AEFI on the CoWin app and all the data should be available in 
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the public domain,” adding that severe AEFIs were reported in less than 0.5 percent of 

recipients out of seven crore vaccinated people assessed so far. This translates to 5 severe 

cases out of 1,000 vaccinations. 

 

 Dr. Shailesh Mohite, superintendent of Mumbai’s civic-run BYL Nair Hospital, said, “If 

someone dies within a day or two of the anti-COVID vaccination, it is usually being reported. 

But there is no protocol available to document or report the deaths days later.”  No AEFI 

assessment is complete without knowledge of background rates of adverse effects, according 

to Dr. Anupam Singh from Santosh University, Ghaziabad 

 

Most cases of serious AEFIs are not being documented or reported to authorities. “The 

government's silence over such incidents and non-transparency with regards to AEFI data 

are adding to vaccine hesitancy. Proper investigation of serious AEFIs and gene sequencing 

of samples of such vaccine recipients can help find whether the new variants are evading 

existing vaccines,” experts say. 

 

Though some advisory might exist on paper, “there is so much chaos that nobody knows who 

to approach in the system and how,” says Shobhit, son of a victim. 

https://thedialogue.co.in/article/kxmSPNKRrW2UjCjY6Lqk/post-vaccination-deaths-raise-

concerns-in-india-government-and-vaccine-makers-silent-?s=08   

 

However, in the absence of proper reporting mechanism and proactive approach of 

authorities to trace vaccinated people after they leave the vaccination site, such a claim may 

not be reflecting the true picture and full magnitude of AEFI and it is possible several cases 

of AEFI may be going unreported or undetected, says Vineeta Pandey, while writing about 

her first hand struggle to get her 21 yr old son’s AEFI.  

Reporting of vaccination adverse effects made hugely difficult, going unreported 

(asianage.com) 

 

Dr Arora keeps reassuring but does not implement what the experts in our country 

recommend. For example, in February in response to the concerns raised by experts he had 
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said,  “The causality assessment by the National AEFI Committee will be on a rolling basis. 

This is because we want everyone to know if the vaccine caused the deaths.” 

 

The importance of a robust AEFI reporting system was summed up by Dr. Jacob John, 

Virologist, when he said, “The sequence (death following vaccination) is not an evidence of 

consequence.   Causality association is through exclusion. The time relationship of the deaths 

with vaccination should be explained, for which alternative cause of death should be 

established through investigation in each case. Only then can the vaccine be exonerated. If 

you can’t find any cause of death in a young person, then you have to attribute the cause of 

death to the vaccine.” 

Vaccine death reports will be published, says adverse events panel expert - The Hindu 

 

On 16 March 2021, a group of doctors, lawyers and journalists wrote to the central 

government asking for an “urgent investigation of deaths and serious adverse events 

following administration of COVID-19 vaccine.”  

Covid-19 vaccines: Investigate adverse events and make reports public, say health experts - 

The Hindu Business Line 

 

Karnataka has scored poorly in investigating deaths following Covid-19 immunisation. The 

Centre’s data shows that more than 30 percent of severe adverse events following 

immunisation (AEFI) cases in the state resulted in deaths. However, post-mortems were done 

only in seven of the 40 deaths reported till 20 July 2021. 

 

The absence of proper protocols, strict guidelines and awareness about AEFI, has resulted in 

loss of AEFI data critical to current third phase efficacy trials. Sources confirmed that the 

health ministry attributed the trend to delays in verification by district officers, incomplete 

investigations and causality assessment reports including a low percentage of post-mortems 

or delay in sending reports. Infrequent meetings of AEFI committees, inadequate capacity at 

the district level and lack of awareness about Thrombosis Thrombocytopenia Syndrome 

(TTS) are also affecting reportage. 

https://www.deccanherald.com/state/top-karnataka-stories/karnataka-lax-in-probing-deaths-

following-covid-19-vaccinations-1052248.html  
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And whereas after the analysis by EMA, many countries have either completely 

stopped  using Astrazeneca vaccine or restricted its use below a certain age, no such  analysis 

could be done for AstraZeneca (Covishield) in India. 

 

According to The Hindu, the EMA included only six deaths from India after vaccination with 

Covishield  because of a massive backlog in processing assessments in India, according to 

Malini Aisola, co-convenor of All India Drug Network (AIDN). In addition, Dr Gagandeep 

Kang also said in an interview with Karan Thapar for The Wire, that while the risk is low, 

the issue has been compounded by the Indian government’s secretive deliberations on the 

matter. 

617 Serious Adverse Events After Vaccination Reported In India Until March 29 - The Wire 

Science 

 

There have been multiple reports of people dying of blood clots following the vaccine or 

other injuries in the media. 

 

“Patient Dies of Covid Vaccine-induced Blood Clot, 7 Other Cases Reported: Delhi's Sir 

Ganga Ram Hospital” https://www.news18.com/news/india/delhi-7-cases-one-death-of-

covid-vaccine-induced-thrombotic-thrombocytopenia-reported-in-sir-ganga-ram-

4336937.html  

 

“Rare neurological disorder documented following COVID-19 vaccination,” 

“Seven cases were reported from a regional medical center in Kerala,” 

“The frequency of Guillain-Barré syndrome in these areas was estimated to be up to 10 times 

greater than expected.” 

https://medicalxpress.com/news/2021-06-rare-neurological-disorder-documented-covid-.html 

 

April, 2021: “India reviewing 700 serious post-vaccine adverse events.”  

http://timesofindia.indiatimes.com/articleshow/81979541.cms?utm_source=contentofinterest

&utm_medium=text&utm_campaign=cppst  
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The National AEFI Committee has assessed only 363 of severe or serious AEFIs till 18th 

October 2021, of which only 4 cases of death were found to be directly linked to Covid 

Vaccine Product Related. Though 3 out of 4 were cases of anaphylaxis, there was one case 

where the diagnosis given was “Right transverse sinus thrombosis with right temporal 

haemorrhagic infarct, right posterior frontal haemorrhagic infarct with thrombocytopaenia”. 

We beg to ask the question, is it really possible that we have only one confirmed case 

Vaccine-Induced Immune Thrombotic Thrombocytopenia (VITT), when 16 countries have 

banned or age-restricted Astrazeneca (Covishield) Covid vaccine for the same reason?! 

 

Thus in the absence of proper protocol such reports do not generate confidence in people and 

doctors alike.  Other moderate AEFIs  like severe rashes, severe headache, are not even 

reported. As doctors we have seen many cases going unreported.  

  

In the EU, anyone can report post-vaccine illness directly to the national authority or vaccine 

makers. The patient volunteers are followed up for at least six weeks post-vaccination and 

tracking of even long-term effects, says European Medicines Agency (EMA) rules for 

COVID vaccines. In the US there is an online system of reporting VAERS. Given the scale of 

vaccination  in India, why isn't there a proper AEFI reporting mechanism in India? 

In the US, we can see 18,853 deaths as per the official US VAERS database (a total of 

894,143 Adverse Event reports till 12/11/21). In Europe, in just 27 countries, 31,014 death 

reports are available in the official European Union database Eudra Vigilance (a total of 

2,890,600 Adverse Event reports till 20/11/21). What are the equivalent numbers in a huge 

country such as India? It is unbelievable that a country of our size with the largest Covid 

Vaccination drive on this planet  has only 2116 AEFIs which also includes death. The 

following link itself provides media reports of over 10,600 deaths that have occurred post 

vaccination in India.  

https://drive.google.com/file/d/1uikc1a6_KDzUx7HNLrfwaI1NJRt0D_YP/view?usp=sharing 

 

Regretfully, almost 12 months after the frenzied rollout of the third phase of the Covid-19 

vaccine, there have been no guidelines issued or protocol designed for the proper surveillance 

of AEFIs. Absence of information pertaining to safety makes it impossible for both doctors 

and patients to make informed decisions based on the risk/benefit profile of the vaccine.  It 
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also compounds the difficulty in diagnosing and treating AEFIs. The need for an Active 

Surveillance System cannot be more emphasized. 

 

Looking at the current system of AEFI reporting, we demand immediate implementation of 

the following steps. 

 

1. Immediate development of AEFI Online reporting system on the lines of VAERS 

system in US, with retrospective effect from the beginning of the vaccination drive. 

2. Wide publicity of this system for the general public, including doctors to know the 

existence of the system. 

3. Easy and Open public access to AEFI reports with rolling weekly updates. 

4. Compulsory post-mortem of all sudden deaths post covid-19 vaccination, where 

obvious cause of death is not found or where cause of death is blood clotting in one 

part of the body (to rule out clotting in other parts of the body). 

5. Immediate setting up of Vaccine Courts at State level to adjudicate on compensation 

payable to victims of vaccine injury/death. 

 

We urge you to kindly look into the matter and expedite the setting up of an AEFI reporting 

system by MoHFW, including an advisory for diagnosis, treatment and reporting of adverse 

events occurring post Covid-19 vaccination. 

 

Thanking You For Your Concern, 

 

Dr. Maya Valecha, MD, DGO, Vadodara 

Dr. Ajay Gupta, MBBS, MS-Ortho (AIIMS), New Delhi 

Dr Lenny Da Costa, MBBS DGM FINEM FCMT, Goa  

Dr. Tarun Kothari, MBBS, MD, New Delhi 

Dr. Banu Prakash A.S., Neurosurgeon, MBBS, MS, MCh.NS, PGIMER, Bangalore 

Dr. Priya Mohod Shirsat, MBBS, CIDESCO (Zurich), DGA, DBC, DBT, Mumbai 

Dr. Veena Raghava, MBBS, DA, Bangalore 

Dr. Vijaya Raghava, MBBS, Bangalore 

Dr. Madhab Nayak, MBBS, MD Community Medicine MKCG MCH Berhampur, Odisha 
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Dr. Megha Consul, MD, DNB Paediatrics, Noida 

Dr. Shams Scheik, MB BS, MD (Med), ABAARM (USA), DOrtMed (Germany)  

Dr. Geraldine Sanjay, B.Sc , MBBS, DFM, MD , Bangalore  

Dr. Praveen Saxena, Radiologist & Clinical metal toxicologist, MBBS, DMRD Osmania 

Dr. Rashmi R. Raut, MBBS, Fellowship in Family Medicine from CMC Vellore 

Dr. Kuldeep Kumar, MBBS MS (GENERAL SURGERY), Haridwar, Uttarakhand 

Dr. Lalitkumar Anande, MBBS, PG Diploma in Clinical Research, Mumbai 

Dr Ramkrishna Babu, MBBS, MS, Hyderabad  

Dr. Piyush Kumar, MBBS, EMOC, Public Health, Bihar 

Dr. Swati Thakur, MBBS, Himachal Pradesh 

Dr Aashal parikh, MBBS, Ahmedabad 

Dr. Gautam Das, MBBS, Kolkata 

Dr. Sanjay Jain, MS Ortho, Meerut 
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