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COVID-19 Facts, The Ugly Truth:

Vaccine Deaths & Denying
Treatment That Works

Uttar Pradesh, the most
heavily populated state in
India, has mostly eradicated
COVID-19 by prescribing
Ivermectin prophylactically
and as an early treatment to
all of its citizens.

COVID caseload as of August
16, 2021;

ONLY 419 out of
200 million!!!!




Percentage of Americans covered by Medicare in 2019:
18.1%
59.4 Million People

18% of 330 Million is: 59,400,000
Total Medicare Budget: $899 Billion (2020)
Largest data base available in the U.S. to study COVID-19 trends

Includes all claims: vaccine dates, treatment dates, death dates, adverse events,
hospitalizations, is not self-reporting like VAERS.

Why isn’t the CDC, FDA, HHS using Medicare data
to drive health decisions regarding the vaccine?
Why did they disregard CMS data as an early
warning signal mechanism?

Source: https://www.statista.com/topics/1167/medicare/



COVID Vaccine Deaths
CMS Data

Number of CMS beneficiaries who died within 14 days* of a COVID-19 vaccine:

Age Group # of Persons who died within 14
days of a COVID-19 vaccine

<= 80 years old 19,400
Over 80 years old 28,065
Total 48,465

*within 14 days of 15t or 2" dose, whichever difference was lower




Actual Data: Persons who died within 14 days after the
COVID vaccine, age 80 years and younger




Actual Data: Persons who died within 14 days after the
COVID vaccine, age 80 years and younger




Remdesivir Deaths:
The Real Numbers

Remdesivir (Veklury) deaths recorded in CMS database (2021):

= 7,960 beneficiaries prescribed Remdesivir for COVID-19
= 2,058 beneficiaries died
25.9% remdesivir patients died
46% of those died within 14 days of remdesivir treatment

How much does remdesivir cost?
Hospitals will pay $390 per vial of remdesivir, which equates to $2,340 (government) to
$3,120 (private insurance) for a five-day course of the drug, using 6 vials

(source: https://www.kff.org/coronavirus-covid-19/issue-brief/how-could-the-price-of-remdesivir-impact-medicare-
spending-for-covid-19-patients/)



Remdesivir Adverse Events




Ivermectin Safety Profile:
Safer and Cheaper Than
Remdesivir

lvermectin Safety Profile as shown in the CMS data

Universe # Beneficiaries | # Beneficiaries | % Beneficiaries
Prescribed who died who died
Ivermectin in
2021

All patients 142,778 5,003 3.5%

COVID 44,709 3,238 7.2%

patients

lvermectin average amount per patient: $24
Remdesivir average is $2,340 to $3,120 for one 5-day treatment




Ivermectin: Just for Horses?

Then why did CMS pay for Ivermectin for over
140,000 beneficiaries this year?

Year Prescribed | Number of Amount per
Beneficiaries Beneficiary

2018 51,106 $18
2019 51,583 $18
2020 72,775 $19
2021 142,778 $24

These numbers represent all Ivermectin 3mg prescribed to all patients,
not just COVID patients




Actual Data: Ivermectin Prescribed for
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PS: Ivermectin IS for COVID
Table 2e. Characteristics of Antiviral Agents That Are Approved or Under
Evaluation for the Treatment of COVID-19 — listed is Ivermectin on NIH website

https://www.covidigtreatmentgtidelines.nih.gov/tables/table-2e/

Ivermectin
Adults: ¢ Generally well * Monitor for potential * Minor CYP3A4 * Generally given
¢ The dose most commonly tolerated AEs. substrate on an empty
used in clinical trials is ¢ Dizziness * P-gp substrate stomach with
IVM 0.2-0.6 mg/kg PO ¢ Pruritis water; however,
given as a single dose or * Gl effects (e.g., administering
as a once-daily dose for up nausea, diarrhea) IVM with food
to 5 days. * Neurological AEs increases its
have been reported bioavailability.2
when IVM has been * Alist of clinical
used to treat parasitic trials is
diseases, but it is not available here:
clear whether these Ivermectin

AEs were caused by
IVM or the underlying

conditions.




Hydroxychloroquine Unsafe?
Then why did CMS pay for Hydroxychloroquine?

Year Prescribed | Number of Amount per
Beneficiaries Beneficiary

2018 434,226 $72
2019 455,901 $59
2020 595,638 $41
2021 511,608 $29

These numbers represent all Hydroxychloroquine prescribed to patients,
not just COVID patients




In the next few slides, we will show you how the FDA
said it is actively working with CMS real-time data to
gather weekly reports on COVID-19 vaccine adverse
events.

Then we will show you some real numbers from CMS
Medicare data.

Then you will understand why these numbers have
never been published.




The Center for Biologics Evaluation and Research
(CBER) Plan to Monitor Vaccine Side Effects

“Near real-time surveillance” or rapid-cycle analyses (RCA)

= FDA plans on monitoring 10 -20 safety outcomes of interest
to be determined based on:

— Pre-market review of sponsor safety data submitted to FDA

— In coordination with federal partners, international regulatory
partners and organizations, academic experts, others

— Literature and regulatory experience with similar vaccines, novel
vaccine platforms, and using other relevant data

— FDA plans on using CMS data for COVID-19 vaccine RCA — near real
time with efforts 1




The FDA, with CBER, said they would monitor the
following conditions post-vaccine

FDA Safety Surveillance of COVID-19 Vaccines :
DRAFT Working list of possible adverse event outcomes
***Subject to change***

*  Guillain-Barré syndrome = Deaths
=  Acute disseminated encephalomyelitis = Pregnancy and birth outcomes
* Transverse myelitis *  Other acute demyelinating diseases
*  Encephalitis/myelitis/encephalomyelitis/ = Non-anaphylactic allergic reactions
meningoencephalitis/meningitis/ ™ b )
encepholapathy rombocytopenia

_ _ . . . . .
= Convulsions/seizures Disseminated intravascular coagulation

= Stroke *  Venous thromboembolism

= Narcolepsy and cataplexy *  Arthritis and arthralgia/joint pain

= Anaphylaxis * Kawasakidisease

*  Multisystem Inflammatory Syndrome
in Children

*  Vaccine enhanced disease

*  Acute myocardial infarction
= Myocarditis/pericarditis

=  Autoimmune disease




Adverse Events: Real CMS #s
Are they tracking these #s like they said they would?
THIS IS JUST ONE STATE: NEW YORK MEDICARE

Patients who did NOT have these serious conditions from 1/1/2020 to time of
vaccination, who developed the condition OR DIED within 28 days of vaccination

# of Medicare Beneficiaries who
Developed this Serious Adverse Event

TERM within 28 Days of Vaccine*

ANAPHYLAXIS 99
BELLS PALSY 154
CEREBROVASCULAR EVENT 1331
COVID-19 7612
DEATH 6586
EMBOLISM 2177
ENCEPHALITIS/MYELITIS/ENCHEPHALOMYELITIS/MENINGITIS/ENCEPHOLATPATHY 116
GUILLAIN-BARRE SYNDROME 25
INTRAVASCULAR COAGULATION 25
MYO-ENDO-PERI-CARDITIS 496
MYOCARDIAL INFARCTION 2883
NARCOLEPSY/CATAPLEXY 23
PLEGIA/PALSY/PARALYSIS 1316
SEIZURE/CONVULSION 1017
STROKE/CEREBRAL INFARCTION 2135
THROMBOCYTOPENIA 2353
THROMBOSIS 1942

*patients may have more than one adverse event, sum of this column does not equal the number
of unique patients



Next few slides show that Pfizer knew the COVID-19
cases were increasing post-vaccination.

Pfizer also knew that Cominarty Lot numbers could
not be tracked.



Vaccines and Related Biological Products Advisory Committee Meeting
September 17, 2021

Pz

FDA Briefing Document

Application for licensure of a booster dose for COMIRNATY (COVID-19 Vaccine, mRNA)

Although not independently verified by FDA, the post hoc analysis appears to indicate that the
incidence of SARS-CoV-2 during the analysis period among 18,727 study participants originally
randomized to BNT162b2 (mean of 9.8 months post-Dose 2 at the beginning of the analysis
period) was 70.3 cases per 1,000 person-years, compared with an incidence of 51.6 cases per

1,000 person-years among 17,748 study participants originally randomized to placebo and
crossed over to BNT162b2 (mean of 4.7 months post-Dose 2 at the beginning of the analysis

period). An additional analysis appears to indicate that incidence of COVID-19 generally
increased in each group of study participants with increasing time post-Dose 2 at the start of the
analysis period. Only 3 severe COVID-19 cases were reported during the analysis period, all of
which occurred among study participants originally randomized to BNT162b2.

P e govymedia 52176



Summary Basis for Regulatory Action

Date: 08/23/2021

From: Ramachandra Naik, PhD, Review Committee Chair,
DVRPA/OVRR

BLA STN: 125742/0

. BioNTech Manufacturing GmbH (in partnership with

Appiicant Pfizer, Inc.) ’ P i

Submission Receipt

Date: May 18, 2021

PDUFA Action Due Date: | January 16, 2022

Proper Name: COVID-19 Vaccine, mRNA

Proprietary Name: COMIRNATY
Active immunization to prevent coronavirus disease

Indication: 2019 (COVID-19) caused by severe acute respiratory

' syndrome coronavirus 2 (SARS-CoV-2) in individuals 16

years of age and older

Recommended Action: The Review Committee recommends approval of this product.

Prescription Drug User
Fee Act Date: Jan 16,
2022

3/download
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10.0ther Relevant Regulatory Issues

a. ldentification of BLA Lots

Upon CBER's request inquiring about what BLA-compliant EUA-labeled lots may be
available for use upon licensure of COMIRNATY, the Applicant submitted information
listing which lots they considered to be manufactured according to the BLA. To address
the issue of these lots not bearing the vial label associated with BLA approval, CBER
worked with the Applicant to develop a Dear HCP letter to be included with lots
considered by CBER to be BLA-compliant. This letter explained that some lots labeled
for EUA use were also considered BLA-compliant and refers HCP to a website for
additional information. CBER requested and the Applicant agreed that only EUA-labeled
lots that had also undergone CBER lot release according to the BLA would be
considered BLA-compliant and listed at the website included in the Dear HCP letter.

3/download



Are the vaccinated spreading variants or otherwise
posing a risk to others?

A female 1s found to be pregnant while being exposed or having been
exposed to study intervention due to environmental exposure. Below

are examples of environmental exposure during pregnancy-
A female family member or healthcare provider reports that she is pregnant after having been
exposed to the study intervention by inhalation or skin contact.

https://cdn.pfizer.com/pfizercom/2020-
11/C4591001 Clinical Protocol Nov2020.pdf



Are the vaccinated spreading variants or otherwise
posing a risk to others?

Pfizer seems to have acknowledged its vaccine is a gene therapy and
[again] that it poses a risk of shedding;:

We acknowledge your written commitments as described in your
letter of August 21, 2021 as outlined below:

10. Study C4591022, entitled “Pfizer-BioNTech COVID-19 Vaccine
Exposure during Pregnancy: A Non-Interventional Post-Approval
Safety Study of Pregnancy and Infant Outcomes in the Organization of
Teratology Information S(Fecialists (OTIS)/MotherToBaby Pregnancy
Registry.” https://www.fda.gov/media/151710/download

This document is titled: Design and Analysis of Shedding Studies for
Virus or Bacteria-Based Gene Therapy and Oncolytic Products
Guidance for Industry. It includes sheddin% as an issue of study.
https://www.fda.gov/media/89036/download

We will have more on shedding and gene therapy soon...




