
Food & Drug Administration (FDA) Leaked 10/22/20 Committee Documents

Leaked FDA committee document from 10/22/20. Vaccines and Related Biological Products Advisory Committee October 22, 2020 Meeting 
Presentation.  

Here is the FDA meeting info. It acknowledges that Vaccine Adverse Event Reporting System (VAERS) will be used as a respected source of 
passive data for follow-up of adverse events from the Covid shots. FDA will also regularly watch the active data from the CMS (Medicare/ 
Medicaid) database on about 15% of Americans. 

Slide 6 – FDA and CDC will co-manage VAERS

Slide 7 – FDA and CDC will have biweekly pharmaco-vigilance meetings to coordinate

Slide 14 – We see here partnership between FDA and CMS, with access to claims and medical charts. 55 million seniors – 92% of U.S. 
elderly.

Slide 16 – FDA plans on monitoring 10 -20 safety outcomes of interest to be determined based on – among other things – pre-market 
review of manufacturer safety data submitted to FDA. FDA plans to use CMS data in near real time. 

Slide 17 shows adverse events FDA would be alert to!  Death, pregnancy and birth outcomes, auto-immune disease, stroke, blood clots, 
seizures and much more. 

Slides 24 & 25 – show the FDA would coordinate its COVID-19 vaccine safety and effectiveness monitoring efforts with other government 
agencies including near real time surveillance of DOD data, working with CDC and CMS. 

https://files.elfsightcdn.com/5266f37f-1e60-4e3b-9202-0f9e41473266/cb5fffe1-e41e-4915-8655-8cd3426b982a.pdf

   

https://files.elfsightcdn.com/5266f37f-1e60-4e3b-9202-0f9e41473266/cb5fffe1-e41e-4915-8655-8cd3426b982a.pdf
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FDA Safety Surveillance of COVID-19 Vaccines : 
DRAFT Working list of possible adverse event outcomes 
***Subject to change*** 

• Guillain-Barre syndrome Deaths • 

• Acute disseminated encephalomyelitis • Pregnancy and birth outcomes 
• Transverse myelitis Other acute demyelinating diseases • 

• Encephalitis/myelitis/encephalomyelitis/ Non-anaphylactic allergic reactions • 
meningoencephalitis/meningitis/ 

Thrombocytopenia encepholapathy 
• 

Convulsions/seizures 
• Disseminated intravascular coagulation • 

• Venous thromboembolism • Stroke 
• Arthritis and arthralgia/joint pain • Narcolepsy and cataplexy 
• Kawasaki disease • Anaphylaxis 

Acute myocardial infarction 
• Multisystem Inflammatory Syndrome • 

in Children 
• Myocarditis/pericarditis 

• Vaccine enhanced disease 
• Autoimmune disease 
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Documents Finally Released March 2022 due to Freedom of Information Act Suit

Various requests were refused to make public all of the FDA safety data from Pfizer’s COVID-19 vaccine biological product file from December 2020 
to February 28, 2021  

https://news.bloomberglaw.com/health-law-and-business/why-a-judge-ordered-fda-to-release-covid-19-vaccine-data-pronto

Then in September, a large group of doctors and scientists calling themselves  Public Health and Medical Professionals for Transparency submitted a 
Freedom of Information Act (FOIA) Request. They said this data should be made publicly available to allow independent experts to conduct their own 
review and analyses. They had to sue the FDA to release the data. The court ordered the FDA to release the data, allowing for a gradual release. So FDA 
released a little in December 2021, then went back to court along with Pfizer, to request that FDA be given 75 years to spread out the release of the 
data. 

Here is what raised a red flag for us: they are acting scared of our knowing the safety data, and want no one to know until we are all dead. 
Glad to say the judge ordered release this year, starting this month.

https://news.bloomberglaw.com/health-law-and-business/why-a-judge-ordered-fda-to-release-covid-19-vaccine-data-pronto


Free Newsletter Sign Up 

Health Law & Business 

Why a Judge Ordered FDA to Release Covid-19 
Vaccine Data Pronto 
By Aaron Siri 

Jan. 18, 2022, 1 :00 AM 

A group of scientists and medical researchers sued the FDA under FOIA to force release of hundreds of thousands of documents 

related to licensing of the Pfizer-BioNTech Covid-19 vaccine. Plaintiff's attorney Aaron Siri, who is representing the group, 

explains the fight that led a federal court to order expedited release of documents the agency claimed it would take decades to 

process. 

In response to a Freedom of Information Act request, the Food and Drug Administration asked a federal judge for permission to make the 

public wait until the year 2096 to disclose all of the data it relied upon to license Pfizer's Covid-19 vaccine. 

That is not a typo. The FDA wanted court approval to have up to 75 years to publicly disclose this information. 

In its attempts to build public support for Covid-19 vaccinations, the FDA repeatedly promised "full transparency," and reaffirmed its 

"commitment to transparency" when licensing Pfizer's Covid-19 vaccine. 

With that promise in mind, after the vaccine's licensure in August 2020, Public Health and Medical Professionals for Transparency, a group 

of highly credentialed scientists submitted a FOIA request to the FDA for the data submitted by Pfizer. The scientists explained that, until 

all the data is produced, a proper review cannot be conducted because missing even a single data set could throw off any analysis. 

In response, the FDA produced nothing. Therefore, in September 2021, the scientists, represented by their attorneys at Siri & Glimstad, 

sued the FDA demanding it produce this data by March 2022. 

The agency originally estimated it would need to produce 329,000 pages, and asked the court for permission to produce just 500 pages per 

month, which would have taken 55 years. In its final brief to the Court, the FDA admitted that the total page count was at least 451,000, but 

still sought permission to produce just 500 pages per month. Meaning that it could have taken 75 years, when most Americans alive today 

would be dead, to fully publicly disclose this information. 

On Jan. 6, a federal court in the Northern District of Texas ordered the expedited release. As of Jan. 12, the FDA hasn't indicated it intends 

to appeal. 

Scientists Requested Data After FDA Licensing 

The FDA licensed the Pfizer vaccine on Aug. 23, 2021, just 108 days after Pfizer started producing the records to the agency. During that 

period, the FDA asserts it conducted an intense, robust, and thorough analysis of those documents to assure the public that the Pfizer 

vaccine was safe and effective. 

Yet, when asked to share those documents with the public, the FDA claimed it needed over 20,000 days. The FDA's production schedule 

clashed with its promise of transparency. 
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The purpose of FOIA is government transparency. When it comes to the Pfizer vaccine, the need for transparency is unprecedented. A 

majority of Americans are now mandated to receive a Covid-19 vaccine under penalty of losing a job, or worse. 

This has never been done before. Typically adult vaccine mandates have been limited; even the seminal U.S. Supreme Court vaccine 

mandate decision.Jacobson v. Massachusetts, only involved a state-imposed $5 penalty, and school vaccine mandates have historically had 

liberal religious or personal belief exemption policies. 

Even more problematic is that Americans, if injured, cannot sue Pfizer. There is virtually no other product where a consumer is prohibited 

from suing the company that manufactures, markets, and profits from the product. 

Decoupling a company's profit interest from its interest in safety creates a moral hazard and departs from centuries of product liability 

doctrine. Thus, it is extraordinary that Americans must take this product under penalty of expulsion from work, school, the military and 

civil life, but they cannot sue Pfizer for any resulting injuries. 

The federal government created this unprecedented situation. It granted the immunity, licensed the product, and aggressively sought 

mandates. This situation therefore warrants unprecedented transparency. 

As then-presidential candidate Joe Biden told the American people, "You've got to make all of it [the vaccine data] available to other 

experts across the nation so they can look and see." He repeated that need to share the data numerous times. So did senators and 

representatives on both sides of the aisle. 

FDA Claimed It Can't Comply, Judge Orders Compliance 

The FDA apparently disagreed. During a hearing on Dec. 14, 2021, its counsel steadfastly maintained that the court should not require the 

agency to produce more than 500 pages per month, harping on the FDA's purported limited resources, its need to redact personal 

information, and duty to protect Pfizer's trade secret interests, all the while ignoring the interests of the American people. 

The FDA's excuses were incredible. The FDA has more than 18,000 employees and a budget of over $6.5 billion. It would be laughable if any 

multi billion-dollar company came before a court and claimed poverty to escape making a document production, but that was the FDA's 

position. 

U.S. District Judge Mark T. Pittman, Northern District of Texas, expressed dismay at the FDA's proposed rate of production. He found the 

duration requested by the FDA unreasonable, comparing it to the actions of totalitarian nations. As such, the judge on Jan. 6 ordered the 

FDA to produce at least 55,000 pages per month. 

In his ruling, the judge recognized that the release of this data is of paramount public importance and should be one of the FDA's highest 

priorities. He quoted James Madison as saying a "popular Government, without popular information, or the means of acquiring it, is but a 

Prologue to a Farce or a Tragedy" and John F. Kennedy as explaining that a "nation that is afraid to let its people judge the truth and 

falsehood in an open market is a nation that is afraid of its people." 

America has some of the greatest institutions of learning the world has ever known. We need the scientific community, both inside and 

outside the government, to address the serious ongoing issues with the vaccine program, including waning immunity, variants evading 

vaccines, and that vaccinated individuals can still transmit the virus. 

The FDA's attempt to close the door and lock out independent scientists from the data necessary to address these issues was 

irresponsible. 

Transparent, Independent Review Is Needed 

The failure of the government's closed-door approach is exemplified by the fact that the FDA did not send a representative to the court 

hearing because, as the government attorney explained, the FDA's Covid-19 protocols would not permit it. 

Meaning, despite a reported vaccination rate of over 96% across federal health agencies back in November 2021, and the FDA's claim that 

the vaccines are "effective," Covid-19 is still disrupting everyday life. This brings into stark focus the need to open the door and involve 

independent scientists. 
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1st document shows that you and I have been lied to when we have been told that the shot stays in the injection site 
area.

https://phmpt.org/wp-content/uploads/2022/03/125742_S1_M4_4223_185350.pdf

https://jessicar.substack.com/p/the-pfizer-document-dump-pertaining?s=r

Where do lipid nano-particles go after shot? They used radioactive markers to study biodistribution of the messenger 
RNA (mRNA) over the first 2 days in rats.

Screen 1: show heading of the document
Screens 25 and 26: the concentration progressively leaves the injection site and spreads to organs throughout the 
body.  Here are the 4 places with particularly high concentrations after 48 hours: 
 adrenal glands - make hormones related to sex, sugar and salt balance, and fight-or-flight response.  
 liver – filters blood, and detoxifies the body.
 ovaries – hold a girl or woman’s total supply of eggs, key to reproduction.
 spleen – helps create blood cells, filter blood, and fight infection.

This in just 2 days. Whether or not the accumulation continued following this time period is unknown.  What would 
be the effect on humans?  We don’t know.

https://phmpt.org/wp-content/uploads/2022/03/125742_S1_M4_4223_185350.pdf
https://jessicar.substack.com/p/the-pfizer-document-dump-pertaining?s=r
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Table 2 

Sample 

Adipose tissue 
Adrenal glands 

Bladder 
Bone (femur) 

Bone marrow (femur) 
Brain 
Eyes 
Heart 

Injection site 
Kidneys 

Large intestine 
Liver 
Lung 

Lymph node (man) 
Lymph node (mes) 

Muscle 
Ovaries (females) 

Pancreas 
Pituitary gland 

Prostate (males) 
Salivary glands 

Skin 

Page 25 
Test Facility Study No: 185350 

Mean Concentration of Total Radioactivity in Whole Blood, Plasma and Tissues Following Single 
Intramuscular Administration of [3H]-08-A01-C01 to Wistar Han Rats 

Target Dose Level: 50 µ.g mRNA/ Animal; 1.29 mg Total Lipid/ Animal 

Results expressed as µ.g lipid equiv/g (mL) 

0.25 min lh 2h 4h 8h 24h 48h 
Male Female Male Female Male Female Male Female Male Female Male Female Male Female 
0.040 0 0.073 0.050 0.149 0.070 0.182 0.093 0.163 0.116 0.069 0.126 0.042 0.129 0.232 
0.302 0 0.240 0.580 2.388 1.206 4.232 2.569 3.206 6.387 7.218 19.948 7.595 21.476 14.942 
0.049 0 0.033 0.095 0.165 0.137 0.155 0.227 0.106 0.211 0.085 0.323 0.171 0.340 0.389 
0.126 0.056 0.148 0.241 0.235 0.296 0.335 0.217 0.502 0.177 0.504 0.180 0.520 0.854 
0.761 0 0.196 0.910 1.010 1.136 1.337 1.557 0.915 2.397 1.274 3.579 1.405 3.690 3.851 
0.073 0 0.016 0.083 0.117 0.143 0.133 0.155 0.075 0.101 0.045 0.090 0.047 0.083 0.052 
0.014 0 0.006 0.027 0.043 0.046 0.058 0.095 0.038 0.088 0.030 0.129 0.052 0.127 0.097 
0.419 0 0.144 0.631 1.426 1.122 1.682 1.049 0.925 1.189 0.391 0.583 0.318 0.672 0.420 

219.940 36.566 587.670 199.950 529.210 93.144 619.850 56.227 299.590 125.930 267.170 122.540 268.770 61.088 
0.511 0.271 0.630 1.692 1.124 2.967 1.033 0.814 0.837 0.342 0.504 0.348 0.482 0.368 
0.017 0 0.008 0.031 0.065 0.080 0.106 0.350 0.224 0.690 0.608 1.741 0.466 1.426 1.249 
1.151 0.323 4.006 5.244 9.574 12.370 18.525 14.569 27.916 25.172 23.360 15.119 18.164 30.411 
0.737 0.247 0.845 1.574 1.594 2.074 1.772 1.222 1.674 0.628 1.316 0.762 1.288 0.898 
0.090 0 0.038 0.154 0.223 0.217 0.362 0.424 0.391 0.695 0.372 0.744 0.363 0.820 0.633 
0.052 0 0.048 0.095 0.196 0.229 0.831 0.441 0.536 0.649 0.729 1.106 0.863 1.057 1.675 

0 0.029 0.012 0.039 0.082 0.067 0.100 0.075 0.130 0.101 0.091 0.098 0.092 0.280 0.104 
- 0 0.104 - 1.339 - 1.638 - 2.341 - 3.088 - 5.240 - 12.261 

0.125 0.037 0.153 0.261 0.423 0.404 0.361 0.398 0.349 0.239 0.396 0.320 0.587 0.611 
0.537 0 0.141 0.446 0.844 0.781 0.955 1.249 0.458 0.669 0.141 0.656 0.300 0.543 0.845 
0.061 - 0.091 - 0.128 - 0.157 - 0.150 - 0.183 - 0.170 -
0.114 0 0.054 0.148 0.237 0.214 0.295 0.270 0.169 0.176 0.094 0.243 0.096 0.297 0.231 

0 0.016 0.010 0.028 0.387 0.054 0.263 0.085 0.204 0.122 0.116 0.195 0.118 0.209 0.297 
0 =Mean includes results calculated from data less than 30 cpm above background 

FDA-CBER-2021-5683-0013986 
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Table 2 
(Continued) 

Page 26 
Test Facility Study No: 185350 

Mean Concentration of Total Radioactivity in Whole Blood, Plasma and Tissues Following Single 
Intramuscular Administration of [3H]-08-A01-C01 to Wistar Han Rats 

Target Dose Level: 50 µ.g mRNA/ Animal; 1.29 mg Total Lipid/ Animal 

Results expressed as µ.g lipid equiv/g (mL) 

Sample 0.25 min lh 2h 4h 8h 24h 48h 
Male Female Male Female Male Female Male Female Male Female Male Female Male Female 

Small intestine 0.038 0 0.021 0.194 0.247 0.471 0.481 0.919 0.838 1.525 1.033 1.878 0.726 1.630 1.314 
Spinal cord 0.061 0 0.024 0.072 0.122 0.166 0.172 0.375 0.124 0.168 0.044 0.121 0.048 0.162 0.062 

Spleen 0.354 0 0.313 2.140 2.801 5.255 10.213 8.945 11.646 24.434 19.747 22.819 17.341 19.550 27.155 
Stomach 0.018 0 0.015 0.039 0.091 0.104 0.126 0.186 0.101 0.410 0.126 0.222 0.081 0.235 0.195 

Testes (males) 0.031 - 0.042 - 0.079 - 0.129 - 0.146 - 0.304 - 0.320 -
Thymus 0.106 0 0.069 0.187 0.298 0.220 0.459 0.461 0.209 0.292 0.100 0.255 0.159 0.296 0.366 
Thyroid 0.217 0 0.093 0.391 0.680 0.575 1.109 1.097 0.604 0.781 0.307 0.820 0.335 1.344 0.655 

Uterus (females) - 0 0.043 - 0.203 - 0.305 - 0.140 - 0.287 - 0.289 - 0.456 
Whole Blood 3.003 0.936 2.809 5.928 4.028 6.773 3.400 2.698 2.000 0.628 1.274 0.544 0.535 0.305 

Plasma 6.035 1.894 5.379 10.884 8.714 9.091 8.755 4.251 3.573 1.147 2.621 0.945 1.085 0.524 
Blood:plasma ratio 0.48 1.15 0.49 0.54 0.46 0.64 0.42 0.60 0.56 0.55 0.49 0.57 0.50 0.58 

0 =Mean includes results calculated from data less than 30 cpm above background 

FDA-CBER-2021-5683-0013987 
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2nd document of interest: What are the adverse events found from December 2020 through February 28, 2021?  

https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf

Screen 6: 42,086 cases had adverse effects. 
We don’t know the percentage of people with adverse effects because the total number who took the shot was REDACTED.  We have been barred from 
calculating the safety rate. 
Screen 7: Of these, 1223 were deaths as of February 28, 2021. That is 2.9% of the cases of adverse effects. That is already enough that they should have 
stopped the roll-out of the shots as being unsafe. (Below this is a paragraph of types of adverse events.)
Screen 8 chart shows: adverse events include nervous system, musculoskeletal, gastrointestinal, skin, respiratory, chest, infections, poisoning, 
miscarriage, liver, blood, facial paralysis. 
Screen 18, top box, for example: In nearly every case, the conclusion related to the adverse event area of the body says: “This cumulative case review does 
not raise new safety issues. Surveillance will continue.”
Whose job is that? The CDC, right? 

Also included is an appendix listing 1200 adverse events of significant interest.

https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf
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BNT162b2 
5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports 

5.3.6 CUMULATIVE ANALYSIS OF POST-AUTHORIZATION ADVERSE EVENT 
REPORTS OF PF-07302048 (BNT162B2) RECEIVED THROUGH 28-FEB-2021 

Report Prepared by: 

Worldwide Safety 

Pfizer 

The information contained in this document is proprietary and confidential. Any disclosure, reproduction, 
distribution, or other dissemination of this information outside of Pfizer, its Affiliates, its Licensees, or 

Regulatory Agencies is strictly prohibited. Except as may be otherwise agreed to in writing, by accepting or 
reviewing these materials, you agree to hold such information in confidence and not to disclose it to others 

(except where required by applicable law), nor to use it for unauthorized purposes. 

CONFIDENTIAL 
Page 1 

FDA-CBER-2021-5683-0000054 
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BNT162b2 
5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports 

proportions; the spontaneous reporting system should be used for signal detection 
rather than hypothesis testing. 

• In some reports, clinical information (such as medical history, validation of diagnosis, 
time from drug use to onset of illness, dose, and use of concomitant drugs) is missing 
or incomplete, and follow-up information may not be available. 

• An accumulation of adverse event reports (AERs) does not necessarily indicate that a 
particular AE was caused by the drug; rather, the event may be due to an underlying 
disease or some other factor( s) such as past medical history or concomitant 
medication. 

• Among adverse event reports received into the Pfizer safety database during the 
cumulative period, only those having a complete workflow cycle in the safety database 
(meaning they progressed to Distribution or Closed workflow status) are included in the 
monthly SMSR. This approach prevents the inclusion of cases that are not fully processed 
hence not accurately reflecting final information. Due to the large numbers of 
spontaneous adverse event reports received for the product, the MAH has prioritised the 
processing of serious cases, in order to meet expedited regulatory reporting timelines and 
ensure these reports are available for signal detection and evaluation activity. The 
increased volume of reports has not impacted case processing for serious reports, and 
compliance metrics continue to be monitored weekly with prompt action taken as needed 
to maintain compliance with expedited reporting obligations. Non-serious cases are 
entered into the safety database no later than 4 calendar days from receipt. Entrance into 
the database includes the coding of all adverse events; this allow for a manual review of 
events being received but may not include immediate case processing to completion . 
Non-serious cases are processed as soon as possible and no later than 90 days from 
receipt. Pfizer has also taken a multiple actions to help alleviate the large increase of 
adverse event reports. This includes significant technology enhancements, and process 
and workflow solutions, as well as increasing the number of data entry and case 
processing colleagues. To date, Pfizer has onboarded approximately {o> additional full
time employees (FTEs ). More are joining each month with an expected total of more than 

2JJ additional resources by the end of June 2021. 

3. RESULTS 

3.1. Safety Database 

3.1.1. General Overview 

It is estimated that approximately ___ ~.,... doses ofBNT162b2 were shipped worldwide 
from the receipt of the first temporary authorisation for emergency supply on 01 December 
2020 through 28 February 2021. 

Cumulatively, through 28 February 2021, there was a total of 42,086 case reports (25,379 
medically confirmed and 16,707 non-medically confirmed) containing 158,893 events. Most 
cases (34,762) were received from United States (13,739), United Kingdom (13,404) Italy 
(2,578), Germany (1913), France (1506), Portugal (866) and Spain (756); the remaining 
7,324 were distributed among 56 other countries . 

CONFIDENTIAL 
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BNT162b2 
5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports 

Table 1 below presents the main characteristics of the overall cases. 

Table 1. General Overview: Selected Characteristics of All Cases Received During 
the Reporting Interval 

Characteristics Relevant cases (N=42086) 
Gender: Female 29914 

Male 9182 
No Data 2990 

Age range (years): '.S 17 17Y 
0.01 -107 years 18-30 4953 
Mean= 50.9 years 31-50 13886 
n = 34952 51-64 7884 

65-74 3098 
~ 75 5214 
Unknown 6876 

Case outcome: Recovered/Recovering 19582 
Recovered with sequelae 520 
Not recovered at the time ofreport 11361 
Fatal 1223 
Unknown 9400 

a. in 46 cases reported age was <16-year-old and in 34 cases <12-year-old. 

As shown in Figure 1, the System Organ Classes (SOCs) that contained the greatest number 
(2:2%) of events, in the overall dataset, were General disorders and administration site 
conditions (51,335 AEs), Nervous system disorders (25,957), Musculoskeletal and 
connective tissue disorders (17,283), Gastrointestinal disorders (14,096), Skin and 
subcutaneous tissue disorders (8,476), Respiratory, thoracic and mediastinal disorders 
(8,848), Infections and infestations (4,610), Injury, poisoning and procedural complications 
(5 ,590), and Investigations (3,693). 

CONFIDENTIAL 
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Both CDC & FDA have had roles and responsibility for “pharmaco-vigilance”  - have they done their jobs?

https://worldcouncilforhealth.org/multimedia/uvc-jessica-rose/

Dr. Jessica Rose, Ph.D. independent doctor of computational biology, 2/5/22, World Council for Health Law 
and Activism Committee conference on Understanding Vaccine Causation. 

Minute 4:22 screen shot has a screen on pharmaco-vigilance and malfeasance (read it)

Pharmaco-vigilance is science and activities relating to the detection, assessment, understanding and prevention 
of adverse events. This applies equally throughout the life cycle of a med – EQUALLY to the pre-approval stage, 
as to the post-approval. 

Dr. Rose concludes: “Thus, if causation is suspected, then it is of UTMOST RELEVANCE AND 
IMPORTANCE to inform the public.  If you willingly withhold safety data from the public and continue to 
administer unsafe products, then you are guilty of malfeasance.”

https://worldcouncilforhealth.org/multimedia/uvc-jessica-rose/




VAERS Data: Vaccine Adverse Events Reporting System

1. Deaths and adverse events to date

Adverse events & deaths from last Friday, March 18, 2022, the CDC released the following data for Dec. 14, 2020 
to March 11, 2022: 

https://www.medalerts.org/vaersdb/findfield.php?
TABLE=ON&GROUP1=CAT&EVENTS=ON&VAX=COVID19

1,183,495 reports of adverse events from all age groups following COVID shots, 
including 25,641 deaths (including 76 deaths - age 16 and younger) 
and 208,209 serious injuries 
Includes 141,112 hospitalizations.  

2. VAERS site itself states that adverse events are underreported on their site

VAERS website explains clearly that they are aware that there is underreporting of adverse events: 

https://vaers.hhs.gov/data/dataguide.html 

“ ‘Underreporting’ is one of the main limitations of passive surveillance systems, including VAERS. The term, 
underreporting refers to the fact that VAERS receives reports for only a small fraction of actual adverse events.” 

3. Bar Graphs for past 11 years

https://www.jessicasuniverse.com/news - see January 2022 slide presentation:  Is there another side?  
Presentation of VAERS data 

(slide 11) Adverse events on VAERS – 2011 through 2021 (greater than 1700% increase in 2021)
(slides 12 & 13) Deaths on VAERS – 2011 through 2021 (greater than 7000% increase in 2021)

https://www.medalerts.org/vaersdb/findfield.php?TABLE=ON&GROUP1=CAT&EVENTS=ON&VAX=COVID19
https://vaers.hhs.gov/data/dataguide.html
https://www.jessicasuniverse.com/news - see January 2022 slide presentation:  Is there another side?  Presentation of VAERS data


ational Vaccine 

formation Center MedAlerts org 
our Health. Your Family. Your Choice. · 

Search Results 

From the 3/11/2022 release of VAERS data: 

Found 1,183,495 cases where Vaccine is COVID19 

Government Disclaimer on use of this data 

Table 

I ~ t 4- I 
I Event Outcome Count II Percent I 
jDeath 25,641 11 2.17%1 

!Permanent Disability 47,676II 4.03%1 

jOffice Visit 181,686II 15.35%1 

!Emergency Room 10311 0.01%1 

!Emergency Doctor/Room 123,13211 10.45%1 

!Hospitalized 140,159II 11.89%1 

!Hospitalized, Prolonged 353II 0.03%1 

jRecovered 328,32411 27.74%1 

jBirth Defect 992 11 0.08%1 

jute Threatening 29,13511 2.46%1 
jNot Serious 526,93711 44.52%1 

I TOTAL t 1,405,33811 t 118.74%1 

t Because some cases have multiple vaccinations and symptoms, a single case can account for multiple 
entries in this table. This is the reason why the Total Count is greater than 1183495 (the number of cases 
found), and the Total Percentage is greater than 100. 
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en Espanol (dataguideSpanish.html} 

VAERS Vaccine Adverse Event Reporting System 
www.vaers.hhs.gov 

(../index.html} 

VAERS Home ( . ./index.html) 

Home (../index.html) / VAERS Data (../data.html) / Guide to Interpreting VAERS Data 

Guide to Interpreting VAERS Data 

Evaluating VAERS Data 

When evaluating data from VAERS, it is important 

to note that for any reported event, no cause-and

effect relationship has been established. Reports 

of all possible associations between vaccines and 

adverse events (possible side effects} are filed in 

VAERS. Therefore, VAERS collects data on any 

adverse event following vaccination, be it 

coincidental or truly caused by a vaccine. The 

report of an adverse event to VAERS is not 

documentation that a vaccine caused the event. 

VAERS Data Limitations 

I en Espanol (dataguideSpanish.html) 

n 
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Millions of vaccines are given each year to children less than 1 year old in the United States, usually 

between 2 and 6 months of age. At this age, infants are at greatest risk for certain medical adverse 

events, including high fevers, seizures, and sudden infant death syndrome (SIDS). Some infants will 

experience these medical events shortly after a vaccination by coincidence. 

These coincidences make it difficult to know whether a particular adverse event resulted from a medical 

condition or from a vaccination. Therefore, vaccine providers are encouraged to report all adverse 

events following vaccination, whether or not they believe the vaccination was the cause. 

When reviewing data from VAERS, please keep in mind the following limitations: 

VAERS is a passive reporting system, meaning that reports about adverse events are not automatically 

collected, but require a report to be filed to VAERS. VAERS reports can be submitted voluntarily by 

anyone, including healthcare providers, patients, or family members. Reports vary in quality and 

completeness. They often lack details and sometimes can have information that contains errors. 

"Underreporting" is one of the main limitations of passive surveillance systems, including VAERS. The 

term, underreporting refers to the fact that VAERS receives reports for only a small fraction of actual 

adverse events. The degree of underreporting varies widely. As an example, a great many of the millions 

of vaccinations administered each year by injection cause soreness, but relatively few of these episodes 

lead to a VAERS report. Physicians and patients understand that minor side effects of vaccinations often 

include this kind of discomfort, as well as low fevers. On the other hand, more serious and unexpected 

medical events are probably more likely to be reported than minor ones, especially when they occur 

soon after vaccination, even if they may be coincidental and related to other causes. 

A report to VAERS generally does not prove that the identified vaccine(s) caused the adverse event 

described. It only confirms that the reported event occurred sometime after vaccine was given. No 

proof that the event was caused by the vaccine is required in order for VAERS to accept the report. 

VAE RS accepts al I reports without judging whether the event was caused by the vaccine. 

FAQs (../faq.html) I Contact Us (../contact.html) I Privacy (../privacy.html) 

i nfo@vaers.org (ma ilto: i nfo@vaers.org) n 
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Total VAERS counts for the past decade 

Update as of 01/25/22 Data source: VAERS/Analysis: Dr. Jessica Rose

mean for the past decade = 39,218

This is a >1,700% increase. Since the 
excess in AEs are NOT due to excess 

in doses administered*, what 
explains this? 

ALL VACCINES COMBINED
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Total VAERS counts for the past decade 

Update as of 12/24/21 Data source: VAERS/Analysis: Dr. Jessica Rose

mean for the past decade = 155

This is a 7,197% increase. Since the 
excess in AEs are NOT due to excess 

in doses administered*, what 
explains this? 

ALL VACCINES COMBINED
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ATYPICAL –
REQUIRES 
INVESTIGATION

• Greater than 1700% increase in AE reports
• Greater than 7000% increase in deaths in 2021

Update as of 01/21/22 Data source: VAERS Domestic Data/Analysis: Dr. Jessica Rose
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FDA and CDC review the Dept. of Defense’s DMED (Defense Medical Epidemiology Database),  
which shows huge number of adverse events of these shots - whistleblowers provided

We have explored just some of the evidence of these shots not being safe.  There is also evidence  
exposed by whistleblowers who have shared data from 2 large databases which the FDA said at the 
October 2020 meeting that they’d be watching. First, we will look at the DOD’s Defense Medical 
Epidemiology Database.

https://renz-law.com/attorney-tom-renz-whistleblowers-dmed-defense-medical-epidemiology-
database-reveals-incredibly-disturbing-spikes-in-diseases-infertility-injuries-across-the-board-after-
the-military-was-forced-to/

As you will recall, back in October 2020, the FDA said they would watch the DOD data.  The DOD 
data became public when 3 military doctors who were concerned about their unheeded concerns for 
their troops’ health and our national security, became whistleblowers to alert the government to the 
enormous health impacts of the shots.  They downloaded data from 2016 to  2021 to show the huge 
difference in 2021. This information was shared at a Senate Covid Roundtable meeting on January 24. 
It included 10x spike in neurological illness – critical in pilots – 21x spike in hypertension, plus 
enormous spikes in serious ailments including cancer, heart disease, M.S., infertility, miscarriage, 
birth defects, and more.

https://renz-law.com/special-notice-regarding-evidentiary-findings-related-to-the-official-renz-law-
covid-19-investigation/

Screens 179 and 180 show the charts comparing the prior 5 years, the 5-year average and 2021 for 
various diseases.

Disconcertingly, once the leak was discovered, the DOD modified the prior 5 years of data to make it 
look like 2021 was a more normal year.  They claimed they were correcting a glitch that just happened 
to not affect 2021, not be caught before, and only affect ailments known to be linked to the shots. 
Even so, the ailment data was much higher than baseline.

https://renz-law.com/attorney-tom-renz-whistleblowers-dmed-defense-medical-epidemiology-database-reveals-incredibly-disturbing-spikes-in-diseases-infertility-injuries-across-the-board-after-the-military-was-forced-to/
https://renz-law.com/attorney-tom-renz-whistleblowers-dmed-defense-medical-epidemiology-database-reveals-incredibly-disturbing-spikes-in-diseases-infertility-injuries-across-the-board-after-the-military-was-forced-to/






FDA and CDC also review the CMS (Medicare/Medicaid) database which shows many adverse 
events and deaths of these shots  – data is from 9/28/21 – whistleblower provided  

https://renz-law.com/special-notice-regarding-evidentiary-findings-related-to-the-official-renz-
law-covid-19-investigation/

Screen 146 – Here we can see the CDC and CMS data are being used in conjunction with the DOD.
 
What is being publicly told to us is that they don’t count deaths from the shots until 14 days from 
the date of injection, thus minimizing the numbers:

CDC site says you are not fully vaccinated until 14 days after your last shot.  So if you have a side 
effect from the shot, or if you only took the 1st of the 2, you are not considered vaccinated.  If you 
suffer immediate side effects of the shot, you will be listed as unvaccinated by the hospital. 

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/fully-vaccinated_archived.html

However, internally, CMS is specifically tracking the increasing deaths in the 14 days being related 
to the shot. As of September 28, more than 50 thousand seniors died within 14 days from diagnoses 
they did not have before.

Screen 156: here we see the CMS data showing that almost 6 out of 1,000 seniors getting the shots, 
esp. those over 80, die within 2 weeks after a Covid injection…

Screen 157: …60% after the 1st dose…

Screen 158: …and 40% after the 2nd dose, with more dying daily.  

Screen 160: shows the various diagnosed causes of death of these seniors who died of a disease not 
diagnosed previously. “The closest we can get to showing causation.”

Yet our agencies tell us these shots are safe. 

Screen 165: In 44% of those on Medicare who died within 28 days of the shot, one of the last 5 
diagnosis codes prior to death was the Covid shot. 

Screen 167: In people under 30 on Medicaid, there were 10x as many deaths from the Covid shot as 
from the flu shot, and 24x more heart attacks and cardiac arrests from the Covid shot as from the 
flu shot.

https://renz-law.com/special-notice-regarding-evidentiary-findings-related-to-the-official-renz-law-covid-19-investigation/
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/fully-vaccinated_archived.html
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