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PART I:



HOW IS PRODUCT SAFETY ASSURED?

(2) Regulators



Bruesewitz v. Wyeth, 562 U.S. 223 (“the remaining
manufacturer [of DTP] estimated that its potential tort
liability exceeded its annual sales by a factor of 200”)

Institute of Medicine, Adverse Events Associated with
Childhood Vaccines: Evidence Bearing on Causality, at 2
(1994) (By 1986, “litigation costs associated with
claims of damage from vaccines had forced several
companies to end their vaccine research and
development programs as well as to stop producing
already licensed vaccines.”)

3 Routine Vaccines in Early 1980s



“No person may bring a civil action … against a vaccine administrator or
manufacturer … for damages arising from a vaccine-related injury or death”

42 U.S.C. 300aa-11 

“[The] Vaccine Injury Act pre-empts all design-defect claims against vaccine
manufacturers … for injury or death caused by a vaccine side effects.”

Bruesewitz v. Wyeth, 562 U.S. 223 

NO OTHER PRODUCT ENJOYS THIS DEGREE OF IMMUNITY



Covid-19 Vaccines: Market Forces Eliminated x2

42 U.S.C. § 247d-6d: “[M]anufacturers” of “any vaccine, used to treat, … prevent or mitigate COVID-19” shall have “[l]iablity immunity ,” including, “from suit and liability under Federal and
State law with respect to all claims for loss caused by, arising out of, relating to, or resulting from the administration to or the use by an individual of a [COVID-19 vaccine].”

+



Federal Gov’t Pre-Guaranteed Immunity

https://aaronsiri.substack.com/p/prep-act-immunity-for-injuries-caused
Copies of the gov’t contracts available at:



PART II: 





Impact of Eliminating Market Forces

Pfizer’s Top 5 Selling Drugs of All Time*

CONTROL USED
SAFETY REVIEW 

PERIOD
DRUG

Placebo6.6 yearsEnbrel (Pfizer)

Placebo7.4 years+Eliquis (Pfizer)

PCV7½ yearPCV13 (Pfizer)

Placebo2 years+Lyrica (Pfizer)

Placebo4.9 years+Lipitor (Pfizer)

Vaccines in First 6 Months of Life (3x Each)**

CONTROL USED
SAFETY REVIEW 

PERIOD
VACCINE

None5 daysHep-B (Merck)

None3 daysIPV (Sanofi)

Hib3 daysHib (Merck)

DTP28 daysDTaP (GSK)

PCV76 monthsPCV13 (Pfizer)

* https://moneyinc.com/the-five-highest-selling-pfizer-drugs-of-all-time/
** https://www.cdc.gov/vaccines/schedules/downloads/child/0-18yrs-child-combined-schedule.pdf
Source for all data: https://www.fda.gov/vaccines-blood-biologics/vaccines/vaccines-licensed-use-united-states



Example: First Shot on CDC Schedule

Vaccines in First 6 Months of Life (3x Each)**

CONTROL USED
SAFETY REVIEW 

PERIOD
VACCINE

None5 daysHep-B (Merck)

None3 daysIPV (Sanofi)

Hib3 daysHib (Merck)

DTP28 daysDTaP (GSK)

PCV76 monthsPCV13 (Pfizer)



www.google.com



Clinical Trial for Hep B Vaccine

Hep B Package Insert: https://www.fda.gov/vaccines-blood-biologics/vaccines/vaccines-licensed-use-united-states
Hep B Clinical Trial Report: https://icandecide.org/wp-content/uploads/2020/09/COMBINED-02.pdf
Hep B Petition to FDA to Withdraw Licensure https://www.regulations.gov/document/FDA-2020-P-1857-0001



Another Example: Pfizer’s PCV13

Vaccines in First 6 Months of Life (3x Each)**

CONTROL USED
SAFETY REVIEW 

PERIOD
VACCINE

None5 daysHep-B (Merck)

None3 daysIPV (Sanofi)

Hib3 daysHib (Merck)

DTP28 daysDTaP (GSK)

PCV76 monthsPCV13 (Pfizer)



https://www.fda.gov/safety/reporti
ng-serious-problems-fda/what-
serious-adverse-event

Clinical 
Trial for 
Pfizer’s 
PCV13 

(Prevnar)
Vaccine



Final Example: DTaP

Vaccines in First 6 Months of Life (3x Each)**

CONTROL USED
SAFETY REVIEW 

PERIOD
VACCINE

None5 daysHep-B (Merck)

None3 daysIPV (Sanofi)

Hib3 daysHib (Merck)

DTP28 daysDTaP (GSK)

PCV76 monthsPCV13 (Pfizer)



10x



icandecide.org/no-placebo/



CONTROL USED# RECEIVING 
CONTROL

# RECEIVING 
VACCINE

SAFETY REVIEW 
PERIOD

AGEVACCINE

Placebo ≈ 2 months21,92121,9266 months+16 years+C19 (Pfizer)

Placebo ≈ 2 months15,16215,1846 months+18 years+C19 (Moderna)

None01475 days1 day+Hep-B (Merck)

None01,3003 days2 months+IPV (Sanofi)

Hib2256783 days2 months+Hib (Merck)

DTP4,67829,24328 days2 months+DTaP (GSK)

PCV72,7604,7296 months2 months+PCV13 (Pfizer)

https://www.fda.gov/vaccines-blood-biologics/vaccines/vaccines-licensed-use-united-states

Covid-19 Vaccine Clinical Trials



Should be a statistical 
comparison.  Should not let 

Pfizer inject its bias. 



Deaths

Study: 
https://www.nejm.org/doi/full/10.1056/NEJMoa2110345

Supplemental Data: 
https://www.nejm.org/doi/suppl/10.1056/NEJMoa21103
45/suppl_file/nejmoa2110345_appendix.pdf

Pfizer Report: Covid-19 Vaccine
July 2021

Vaccinated (15 Deaths) v. 
Placebo (14 deaths)

Note: 5 additional deaths in vaccinated group after unblinding (Pfizer FOIA docs): 
https://phmpt.org/wp-content/uploads/2021/12/STN-125742_0_0-Section-2.7.4-summary-clin-safety.pdf



Deaths in Pfizer’s C-19 Vaccine Clinical Trial

https://www.fda.gov/media/151733/download

FDA Report: November 2021
Vaccinated Group (21 Deaths) v. Placebo Group (17 deaths)

“From Dose 1 through the March 13, 2021 data cutoff date, there were
a total of 38 deaths, 21 in the COMIRNATY group and 17 in the placebo
group. None of the deaths were considered related to vaccination.”

Shouldn’t this statistical result have been the end of this experimental product?



Asked the FDA that precise question: 

“Why are the death data from a randomized controlled trial (“RCT”) treated like a 
clinical case-series rather than an RCT when it comes to assessing causality?” 

FDA’s response:  

“We are unable to respond substantively at this time due to resource constraints 
and the ongoing pandemic response.”

https://icandecide.org/wp-content/uploads/2022/02/Ltr-re-Pfizer-death-discrepancies_2021_11_16.pdf

https://icandecide.org/wp-content/uploads/2022/07/Pfizer-death-discrepancy-email.pdf

Deaths in Pfizer’s C-19 Vaccine Clinical Trial



Why conduct a clinical trial if: 
statistical comparison when supports 

desired conclusion 
but

individual assessment when doesn’t? 



Data Reliability: 
Example of one 

clinical trial 
participant



October 20, 2020                 January 16, 2021                 January 20, 2021 
(2nd Pfizer Dose)

Maddie de Garay
1 of only 1,131 vaccinated in Pfizer 12–15-Year-Old Trial 



Maddie de Garay
1 of only 1,131 vaccinated in Pfizer 12–15-Year-Old Trial 



Pfizer reported Maddie’s serious harm to FDA as stomach pain

“The SAE of neuralgia was reported in 1 female participant 12 years of age
who had 3 emergency room visits beginning 1 day after the second dose.
she reported concurrent non-serious AEs of vulvar abscess, gastritis, and
contact dermatitis. she subsequently had SAEs of abdominal pain and
constipation. she had an extensive work-up including serial physical and
laboratory examinations and was diagnosed with functional abdominal pain;
she was referred to psychology and physical therapy, after which symptoms
were reported as gradually improving.”

https://sirillp.com/degaray (obtained via FOIA litigation in federal court)

Maddie de Garay
1 of only 1,131 vaccinated in Pfizer 12-15 Year-Old Trial 



Maddie de Garay

What Pfizer told the public 
about its 12-15-year-old trial on 
May 27, 2021:

“there were no vaccine 
related serious adverse 
events”

https://pubmed.ncbi.nlm.nih.gov/34043894/



Maddie de Garay
1 of only 1,131 vaccinated in Pfizer 12–15-Year-Old Trial

Our firm sent numerous detailed letters, with access 
to medical records, to FDA about Maddie and the 

false reporting by Pfizer.
https://www.sirillp.com/wp-content/uploads/2022/03/Attachment-3-Jan-3-2022-Dr.-Peter-

Mark-Letter_2022_01_03-41fe80ff1853909f2e9b5e329a55934e.pdf

The FDA finally responded on February 26, 2022 and 
told us that Maddie should file a VAERS report!

https://www.sirillp.com/wp-content/uploads/2022/03/Paul-Richards-email-
response_2022_02_26_Redacted-33b881e4534f7fc2af8e5872c01984ea.pdf



Maddie de Garay
1 of only 1,131 vaccinated in Pfizer 12–15-Year-Old Trial

RESULT OF FOIA LAWSUIT AGAINST THE FDA: 

By June 2021, FDA cannot ignore public inquiries and asks Pfizer about Maddie. 
Did FDA get upset Pfizer didn’t disclose Maddie’s injuries? No! 
Did they punish Pfizer for withholding evidence of harm? No!

Instead, FDA blindly accepts Pfizer’s conclusion that: 
“The Pl [principal investigator paid by Pfizer] did not feel that the subject's 

symptology [sic] was consistent with a vaccine related adverse event.”

Must read emails: https://www.sirillp.com/wp-content/uploads/2024/04/FDA-emails-
with-Pfizer-about-M.-deGaray-c6f24607aa9781481eae01d0d073b684.pdf



Maddie de Garay
1 of only 1,131 vaccinated in Pfizer 12–15-Year-Old Trial







“The overwhelming majority of members, both
voting members and consultants, have
substantial ties to the pharmaceutical industry.”

U.S. House Report (June 2000)

HHS Inspector General (December 2009)

“CDC had a systemic lack of oversight of the
ethics program” including finding that “58
percent of [committee members] had potential
conflicts of interest that CDC did not identify”
and “32 percent … had potential conflicts of
intertest that CDC identified but did not resolve.”

FDA Vaccine Advisory Committee



Full Deposition: https://thehighwire.com/videos/the-deposition-of-the-godmother-of-vaccines-dr-kathryn-edwards/

Independent Data Safety Monitoring Board for Pfizer C-19 Trial



FDA Wanted Decades to Release Clinical Trial Data



PART III: 



Maybe trials not great, but 
after licensure definitely 

studied, right?



CDC’s Proportional Reporting Ratio (PRR) Analysis of VAERS’s Data

VAERS (Vaccine Adverse Events Reporting System)

https://www.cdc.gov/vaccinesafety/pdf/VAERS-COVID19-SOP-4-Dec-2020-508.pdf (Dec 4, 2020) 



N>=3 (Current Week), PRR>=2.00 (Ratio of 

MedDRA Codes
ALL Reports (18+)

12/14/2020-
05/06/2022

COVID19 mRNA
N=632725

12/14-05/06
Chi-Square

12/14-05/06
PRR

CEREBRAL THROMBOSIS 194 69.78 73.46

INTERMENSTRUAL BLEEDING 1323 481.57 62.62

CEREBRAL VENOUS SINUS THROMBOSIS 155 55.02 58.69

HEAVY MENSTRUAL BLEEDING 4246 1543.71 53.59

INTENTIONAL PRODUCT USE ISSUE 141 49.72 53.39

POSITIVE AIRWAY PRESSURE THERAPY 789 283.64 49.79

PULMONARY THROMBOSIS 610 218.11 46.20

DISEASE RECURRENCE 227 79.98 42.98

HYPERPYREXIA 111 38.38 42.03

POSTMENOPAUSAL HAEMORRHAGE 521 184.41 39.46

POLYMENORRHOEA 684 241.57 37.00

RIGHT VENTRICULAR DYSFUNCTION 96 32.71 36.35

INTENTIONAL DOSE OMISSION 94 31.96 35.59

ABNORMAL UTERINE BLEEDING 82 27.43 31.05

OLIGOMENORRHOEA 564 196.16 30.51

CEREBELLAR STROKE 80 26.68 30.29

SUSPECTED COVID-19 550 190.86 29.75

CEREBRAL MASS EFFECT 75 24.79 28.40

RIGHT VENTRICULAR DILATATION 73 24.04 27.64

DYSMENORRHOEA 1821 631.80 27.58

When CDC’s PRR data finally released:

https://www.cdc.gov/vaccinesafety/pdf/VAERS-v2-SOP.pdf

VAERS (Vaccine Adverse Events Reporting System)



MYOCARDIAL STRAIN 64 20.65 24.23

HAEMOFILTRATION 62 19.90 23.48

IMPLANTABLE CARDIAC MONITOR INSERTION 61 19.52 23.10

TRANSVERSE SINUS THROMBOSIS 60 19.15 22.72

MATERNAL EXPOSURE DURING BREAST FEEDING 292 97.84 22.11

BODY HEIGHT DECREASED 57 18.02 21.58

MENSTRUAL DISORDER 2435 822.34 20.96

MENSTRUATION IRREGULAR 3240 1094.66 20.79

MESENTERIC VEIN THROMBOSIS 54 16.90 20.45

NIH STROKE SCALE ABNORMAL 54 16.90 20.45

NIH STROKE SCALE 53 16.52 20.07

CORONARY ARTERY DISSECTION 52 16.15 19.69

JUGULAR VEIN THROMBOSIS 52 16.15 19.69

LEFT VENTRICULAR DILATATION 51 15.77 19.31

ANOSMIA 3546 1186.66 19.18

NEUROLOGIC NEGLECT SYNDROME 50 15.40 18.93

CEREBRAL ARTERY OCCLUSION 98 31.29 18.55

VITAL SIGNS MEASUREMENT 146 47.19 18.43

ILLNESS 4279 1423.54 18.21

INTRACARDIAC THROMBUS 95 30.16 17.99

LYMPHOPENIA 94 29.79 17.80

THROMBOEMBOLECTOMY 47 14.28 17.80

VACCINATION SITE URTICARIA 322 104.80 17.42

COR PULMONALE ACUTE 46 13.90 17.42

HEPATIC MASS 46 13.90 17.42

WRONG PATIENT 45 13.53 17.04

PREMENSTRUAL PAIN 44 13.16 16.66

PRODUCT RECONSTITUTION QUALITY ISSUE 44 13.16 16.66

TOTAL LUNG CAPACITY DECREASED 44 13.16 16.66

PERIPHERAL ARTERY OCCLUSION 43 12.78 16.28

ANTICOAGULANT THERAPY 3684 1204.20 16.22

COLON CANCER 41 12.04 15.53

SYMPTOM RECURRENCE 163 51.45 15.43

ACUTE CARDIAC EVENT 40 11.67 15.15

PERIPHERAL ARTERY THROMBOSIS 78 23.79 14.77

CARDIOVASCULAR SYMPTOM 39 11.29 14.77

https://www.cdc.gov/vaccinesafety/pdf/VAERS-v2-SOP.pdf



VAERS (Vaccine Adverse Events Reporting System)

https://www.documentcloud.org/documents/23940343-sen-johnson-letter-to-fda-on-eb-data-mining



VAERS (Vaccine Adverse Events Reporting System)

https://www.sirillp.com/wp-
content/uploads/2024/05/Complaint-v-FDA-EB-data-
mining-1be65fe02850d0112b041c8598f07daf.pdf

https://www.sirillp.com/wp-
content/uploads/2024/05/Court-Decision-and-Order-
on-Stay-a277998ce28b0f644bf0dcd033f65e2a.pdf



10,000,000+ Users
Benefits over VAERS and Clinical Trial Data







Director of CDC Immunization Safety Office, 
Tom Shimabukuro: 

“It’s [v-safe] just not designed to 
directly monitor specific adverse 
events outside of reactogenic AEs 
[adverse events].”
https://icandecide.org/wp-content/uploads/2023/05/IR0960C-2.pdf

Collect for 1 week after shot. What is it not asking?



October 2020
CDC Presentation



https://icandecide.org/wp-content/uploads/2023/01/V-safe-Protocol-508-V1.pdf

November 19, 2020
CDC V-Safe Protocol

Version 1 





Study Title Link
1 Safety Monitoring of an Additional Dose of COVID-19 Vaccine - United States, August 12-September 19, 2021 https://pubmed.ncbi.nlm.nih.gov/34591835/

2 Safety Monitoring of the Janssen (Johnson & Johnson) COVID-19 Vaccine - United States, March-April 2021 https://pubmed.ncbi.nlm.nih.gov/33956784/

3  Reactogenicity Following Receipt of mRNA-Based COVID-19 Vaccines https://pubmed.ncbi.nlm.nih.gov/33818592/

4  First Month of COVID-19 Vaccine Safety Monitoring - United States, December 14, 2020-January 13, 2021 https://pubmed.ncbi.nlm.nih.gov/33630816/

5  COVID-19 Vaccine Safety in Children Ages 5-11 years - United States, November 3-December 19, 2021. https://pubmed.ncbi.nlm.nih.gov/34968370/

6 COVID-19 Vaccine Safety in Adolescents Aged 12-17 Years - United States, December 14, 2020-July 16, 2021 https://pubmed.ncbi.nlm.nih.gov/34351881/

7 Safety Monitoring of COVID-19 Vaccine Booster Doses Among Adults - United States, September 22, 2021-February 6, 2022 https://pubmed.ncbi.nlm.nih.gov/35176008/

8 Safety of mRNA vaccines administered during the initial 6 months of the US COVID-19 vaccination programme: an observational study of reports to the Vaccine Adverse Event Reporting System and v-safehttps://www.ncbi.nlm.nih.gov/pmc/articles/PMC8901181/

9 Safety of COVID-19 Vaccination in United States Children Ages 5 to 11 Years https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9706403/

10 Safety Monitoring of COVID-19 mRNA Vaccine First Booster Doses Among Persons Aged =12 Years with Presumed Immunocompromise Status — United States, January 12, 2022–March 28, 2022https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9290389/

11 Safety Monitoring of COVID-19 Vaccine Booster Doses Among Persons Aged 12–17 Years — United States, December 9, 2021–February 20, 2022 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8893335/

12 Safety Monitoring of COVID-19 mRNA Vaccine Second Booster Doses Among Adults Aged =50 Years — United States, March 29, 2022–July 10, 2022https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9345177/

13 Safety Monitoring of Pfizer-BioNTech COVID-19 Vaccine Booster Doses Among Children Aged 5–11 Years — United States, May 17–July 31, 2022https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9400528/

14 Association between history of SARS-CoV-2 infection and severe systemic adverse events after mRNA COVID-19 vaccination among U.S. adults https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9622386/

15 Reactogenicity of Simultaneous COVID-19 mRNA Booster and Influenza Vaccination in the US https://www.ncbi .nlm.nih.gov/pmc/articles/PMC9287747/
16 Reactogenicity of Simultaneous COVID-19 mRNA Booster and Influenza Vaccination in the US https://www.ncbi .nlm.nih.gov/pmc/articles/PMC9287747/
17   COVID-19 vaccine safety updateAdvisory Committee on Immunization Practices (ACIP)January 27, 2021 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-01/06-COVID-Shimabukuro.pdf

18   COVID-19 vaccine safety update:Advisory Committee on Immunization Practices (ACIP)March 1, 2021 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-02/28-03-01/05-covid-Shimabukuro.pdf

19 COVID-19 Vaccine safety updates: Advisory Committee on Immunization Practices (ACIP) https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-06/03-COVID-Shimabukuro-508.pdf

20 Early safety monitoring for additional COVID-19 vaccine doses: Reports to VAERS and v-safe Advisory Committee on Immunization Practices October 21, 2021https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-10-20-21/05-COVID-Hause-508.pdf

21 Safety monitoring of COVID-19 vaccine among children and young adults in v-safe Advisory Committee on Immunization Practices January 5, 2021 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-01-05/03-COVID-Hause-508.pdf

22 Safety update of 1st booster mRNA COVID-19 vaccination Advisory Committee on Immunization Practices (ACIP) April 20, 2022 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-04-20/03-COVID-Klein-Shimabukuro-508.pdf

23 COVID-19 vaccine safety updates: Primary series in children ages 5–11 years Advisory Committee on Immunization Practices (ACIP) May 19, 2022 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-05-19/03-COVID-Shimabukuro-508.pdf

24 COVID-19 vaccine safety update: Primary series in young children and booster doses in older children and adults https://stacks.cdc.gov/view/cdc/120824

25 Safety Monitoring of Bivalent COVID-19 mRNA Vaccine Booster Doses Among Persons Aged =12 Years — United States, August 31–October 23, 2022https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9639436/

26 Safety Monitoring of Bivalent COVID-19 mRNA Vaccine Booster Doses Among Children Aged 5–11 Years — United States, October 12–January 1, 2023https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9869731/

27 Reactogenicity within 2 weeks after mRNA COVID-19 vaccines: Findings from the CDC v-safe surveillance system. https://pubmed.ncbi.nlm.nih.gov/34763946/

28  Preliminary Findings of mRNA Covid-19 Vaccine Safety in Pregnant Persons https://pubmed.ncbi.nlm.nih.gov/33882218/

29 Menstrual irregularities and vaginal bleeding after COVID-19 vaccination reported to v-safe active surveillance, USA in December, 2020–January, 2022: an observational cohort studyhttps://www.ncbi.nlm.nih.gov/pmc/articles/PMC9363036/

30 Current Data on COVID-19 mRNA-Vaccine Safety during Pregnancy Might Be Subject to Selection Bias. Reply to Stroobandt, S.; Stroobandt, R. Data of the COVID-19 mRNA-Vaccine V-Safe Surveillance System and Pregnancy Registry Reveals Poor Embryonic and Second Trimester Fetal Survival Rate. Comment on "Stuckelberger et al. SARS-CoV-2 Vaccine Willingness among Pregnant and Breastfeeding Women during the First Pandemic Wave: A Cross-Sectional Study in Switzerland. Viruses 2021, 13, 1199"https://pubmed.ncbi.nlm.nih.gov/34452411/

31 Monitoring the safety of COVID-19 vaccines in pregnancy in the US https://pubmed.ncbi.nlm.nih.gov/34756131/

32 Primer of COVID-19 Vaccines for the Perioperative Physician https://pubmed.ncbi.nlm.nih.gov/34870630/

33 Readability  of COVID-19 vaccine information for the general public https://pubmed.ncbi.nlm.nih.gov/35534313/

34 The v-safe after vaccination health checker: Active vaccine safety monitoring during CDC’s COVID-19 pandemic response https://pubmed.ncbi.nlm.nih.gov/36697313/

35 Data of the COVID-19 mRNA-Vaccine V-Safe Surveillance System and Pregnancy Registry  Reveals Poor Embryonic and Second Trimester Fetal Survival Rate. Comment on Stuckelberger et al. SARS-CoV-2 Vaccine Willingness among Pregnant and Breastfeeding Women during the First Pandemic Wave: A Cross-Sectional Study in Switzerland. Viruses 2021, 13, 1199https://pubmed.ncbi.nlm.nih.gov/34452410/

36 Use of mRNA COVID-19 Vaccine After Reports of Myocarditis Among Vaccine Recipients: Update from the Advisory Committee on Immunization Practices — United States, June 2021https://www.cdc.gov/mmwr/volumes/70/wr/mm7027e2.htm

37 Update on myocarditis following mRNA COVID-19 vaccination Advisory Committee on Immunization Practices (ACIP) June 23, 2022 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/03-covid-shimabukuro-508.pdf

38  CDC v-safe COVID-19 Pregnancy Registry Team. Receipt of mRNA COVID-19 Vaccines and Risk of Spontaneous Abortion https://pubmed.ncbi.nlm.nih.gov/34496196/

39 COVID-19 vaccine safety in pregnancy : updates from the v-safe COVID-19 vaccine pregnancy registry https://stacks.cdc.gov/view/cdc/110034

40 Receipt of mRNA COVID-19 vaccines preconception and during pregnancy and risk of self-reported spontaneous abortions, CDC v-safe COVID-19 Vaccine Pregnancy Registry 2020–21https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8366802/





7.7% Needed 
Medical Care
-4.2% in First 6 Weeks

-3 in 4 were hospitalized or needed 
emergency room or urgent care

32% Missed 
School/Work or were

Unable to Perform 
Normal Daily Activities

icandecide.org/v-safe-data



icandecide.org/v-safe-data



https://aaronsiri.substack.com/p/v-safe-part-8-cdc-falsely-claims





One group alone has 36,000+ Americans seriously 
injured from Covid-19 vaccines



PART IV: 



PREVENT TRANSMISSION!

THE ARGUMENT MADE FOR WHY GOV’T CAN CRUSH CIVIL 
& INDIVIDUAL RIGHTS AND MANDATE VACCINES IS THEY….



Regulators acted surprised that Covid-19 
vaccines did not prevent transmission

Should they have been?



AGAIN, THE VACCINES PRECEDING COVID ARE INSTRUCTIVE. 



https://www.cdc.gov/orr/polioviruscontainment/diseaseandvirus.htm



https://polioeradication.org/polio-today/polio-prevention/the-vaccines/ipv/



“Diphtheria toxoid helps prevent
symptomatic disease but does
not prevent the carrier state nor
stop the spread of infection …
[T]he known importance of
carriers in the spread of
diphtheria, and the
demonstrated failure of toxoid to
prevent the carrier state lead us
to conclude that the concept of
herd immunity is not applicable
in the prevention of diphtheria.”

https://www.ncbi.nlm.nih.gov/pubmed/5026197





“aPVs [pertussis vaccine] … cannot
avoid infection and transmission. …
aPV pertussis vaccines do not
prevent colonization. Consequently,
they do not reduce the circulation
of B. pertussis and do not exert any
herd immunity effect.”

https://pubmed.ncbi.nlm.nih.gov/31333640/





https://icandecide.org/wp-content/uploads/2023/10/Highlighted-FDA-
Response-Pertussis-Vaccine-Not-Prevent-Infection-and-Transmission.pdf



Reducing symptoms while 
remaining able to transmit 
makes one more likely to 

transmit.



Do we exclude those 
vaccinated for pertussis  

from work/school/military? 
OF COURSE NOT!



Could have tested whether Covid-19 
vaccines prevent transmission in the 

clinical trials – but didn’t.

Asked millions of Americans to test regularly but 
couldn’t have the clinical trial 

participants do the same?



"FDA’s authorization and licensure standards 
for vaccines do not require demonstration of 
the prevention of infection or transmission” 
https://www.regulations.gov/docket/FDA-2023-P-
0360/document

FDA’s authorizations and licensures for Covid-
19 vaccines never said prevent transmission. 



https://twitter.com/CNNSitRoom/status/1423422301882748929 



August 6, 2021 – CDC Study

• CDC carefully studied an outbreak in
Barnstable County, MA which had a 69%
vaccination rate among eligible residents.

• CDC found:
• 74% of those infected in the outbreak were

fully vaccinated Covid-19 and
• the vaccinated had on average more virus

in their nasal cavity than the unvaccinated
that were infected.

https://pubmed.ncbi.nlm.nih.gov/34351882/



August 24, 2021 – WI DOH/CDC Study

• Reviewed swab specimens in 24 counties.

• High viral load in “158 of 232 unvaccinated
(68%...) and 156 of 225 fully vaccinated
(69%...) symptomatic individuals.”

• High viral loads in “7 of 24 unvaccinated
(29%...) and 9 of 11 fully vaccinated
asymptomatic individuals (82%...).”

https://www.medrxiv.org/content/10.1101/2021.07.31.21261387v4.full.pdf



Dozens of large studies followed all showing 
the same thing: Covid vaccines do not prevent 

transmission.

This was also clear in the infection rate 
between highly vaccination and low 

vaccination countries.



Reducing symptoms while 
remaining able to transmit 
makes one more likely to 

transmit.



Should states have 
crushed the rights of those 
who refused this medical 

procedure?





PART V: 



TOPICS 
ASKED TO 

SPEAK ABOUT

WHAT IS 
INFORMED CONSENT?

YOU GET INFORMED, 
THEN  YOU DECIDE WHETHER TO CONSENT



TOPICS 
ASKED TO 

SPEAK ABOUT

FOR COVID VACCINES:
7 BASIC QUESTIONS 



FIRST QUESTION: 

Vaccines Pharma Won’t Stand Behind per the 1986 Act: 
https://www.hrsa.gov/vaccine-compensation/covered-vaccines

Vaccines Pharma Won’t Stand Behind per the PREP Act: 
https://www.hrsa.gov/cicp/covered-countermeasures

Form Letter Asking Pharma to Stand Behind a Vaccine Product:
https://icandecide.org/Form-Letter-to-Pharma-to-Stand-Behind-Their-Product



SECOND QUESTION: 



THIRD QUESTION: 



FOURTH QUESTION: 



FIFTH QUESTION: 



SIXTH QUESTION: 



SEVENTH QUESTION: 



Full Deposition: https://thehighwire.com/page/1/?s=stanley+plotkin



EIGHTH QUESTION: 



FOR EXAMPLE: MEDICAL 
EXEMPTIONS, LIKE ALL 

MEDICINE, SHOULD BE BASED 
ON CLINICAL JUDGMENT





TOPICS 
ASKED TO 

SPEAK ABOUT

WHAT IS 
INFORMED CONSENT?

YOU GET INFORMED, 
THEN  YOU DECIDE WHETHER TO CONSENT



WHY NEED TO MANDATE?
WHEN NOT “SAFE & EFFECTIVE” 

WHEN CAN’T PERSUADE ON MERITS 



THREE MODEL BILLS TO CONSIDER:

(1) VACCINE CONFIDENCE BILL
(2) NO LIABLITY, NO MANDATE BILL

(3) MEDICAL EXEMPTION BILL

https://icanlegislate.org/model-bills-page/


