
COVID-19 Vaccine Safety and Efficacy 
and the Urgent Need for Early 

Ambulatory Therapy
Peter A. McCullough, MD, MPH, FACC, FAHA, FASN, FNKF, FNLA, FCRSA

Chief Medical Advisor, Truth for Health Foundation
President, Cardiorenal Society of America

Editor-in-Chief, Reviews in Cardiovascular Medicine
Senior Associate Editor, American Journal of Cardiology

Tagline:  https://americaoutloud.com/the-mccullough-report/
@PeterMcCulloughMD

Dr. McCullough is an internist, cardiologist, epidemiologist.  He maintains ABIM certification in internal medicine and cardiovascular 
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complications of both the viral infection and the injuries developing after the COVID-19 vaccine in Dallas TX, USA. Since the outset of the 
pandemic, Dr. McCullough has been a leader in the medical response to the COVID-19 disaster and has published “Pathophysiological Basis 
and Rationale for Early Outpatient Treatment of SARS-CoV-2 (COVID-19) Infection” the first synthesis of sequenced multidrug treatment of 
ambulatory patients infected with SARS-CoV-2 in the American Journal of Medicine and subsequently updated in Reviews in Cardiovascular 
Medicine. He has 51 peer-reviewed publications on the infection and has commented extensively on the medical response to the COVID-19 
crisis in TheHill, FOX NEWS Channel, NewsMax, Real America, and America Out Loud. On November 19, 2020, Dr. McCullough testified in 
the US Senate Committee on Homeland Security and Governmental Affairs and throughout 2021 in the Texas Senate Committee on Health 
and Human Services, Colorado General Assembly, New Hampshire Senate, and South Carolina Senate concerning many aspects of the 
pandemic response. Dr. McCullough has dedicated his academic and clinical efforts in combating the SARS-CoV-2 virus and in doing so, 
has reviewed thousands of reports, participated in scientific congresses, group discussions, press releases, and has been considered among 
the world's experts on COVID-19.
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After months of negative media coverage, the Guillain-Barre reports brought an overdue end to the swine flu affair. 
Ford’s programme was suspended in December 1976 with only some 20% of the US population (55M) vaccinated 
leaving 550 cases of Guillain-Barre and 25 deaths And since the US government had offered liability coverage to the 
pharmaceutical manufacturers that summer, hundreds of compensation claims from Guillain-Barre claimants followed 
for years afterward.

https://www.jstor.org/stable/29758667
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SARS-CoV-2 Structure





Clinical Concerns
-mRNA or adenoviral DNA induce production of the Spike protein

-Cell, tissue, organ endothelial damage
-Spike protein in body fluids, donated blood

-No genotoxicity, teratogenicity, or oncogenicity studies
-Concerning ovarian biodistribution study (Pfizer, Japan)
-Concerning reduced fertility study (Moderna, EMA)
-No EAC, DSMB, Human Ethics Committee
-No restriction of properly excluded groups from RCTs

-Pregnant women, women of childbearing potential
-COVID survivors, previously immune

-No risk stratification for hospitalization and death
-No data transparency
-No mitigation of risks for public

EAC=events adjudication committee; DSMB=data safety monitoring board; EMA=European Medicines Agency 



Circulating Spike protein 
in blood Day 1 to average 
of 15 days after injection 

(longest was 29 days)
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Emerging COVID-19 Vaccine Mortality 
Signal by Jan 22, 2021 (~27.1 M)

All vaccines before 2020 
~158 total deaths/yr 







Historical PreCOVID ~280M Injections/year:  
All ~70 vaccines average expected 16,320 VAERS total reports/yr, ~158 total deaths/yr 



From 0-20 weeks post 
injection there were 

146-187k vaccine 
associated deaths



86% of deaths had no 
other explanation other 

than the vaccine
McLachlan, Scott & Osman, Magda & Dube, Kudakwashe & Chiketero, Patience & Choi, Yvonne & Fenton, 
Norman. (2021). Analysis of COVID-19 vaccine death reports from the Vaccine Adverse Events Reporting 
System (VAERS) Database Interim Results and Analysis. 10.13140/RG.2.2.26987.26402. 



https://www.researchgate.net/publication/352837543_Analysis_of_COVID-
19_vaccine_death_reports_from_the_Vaccine_Adverse_Events_Reporting_System_VAERS_Database_Interim_Results_and_Analysis

Mclachlan, Scott & Osman, Magda & Dube, Kudakwashe & Chiketero, Patience & Choi, Yvonne & Fenton, Norman. (2021). Analysis of COVID-19 vaccine death 
reports from the Vaccine Adverse Events Reporting System (VAERS) Database Interim Results and Analysis. 10.13140/RG.2.2.26987.26402. 



COVID-19 Respiratory Infection Deaths COVID-19 Vaccine Deaths

“A novel best-case scenario cost-benefit analysis 
showed very conservatively that there are five times 
the number of deaths attributable to each 
inoculation vs those attributable to COVID-19 in the 
most vulnerable 65+ demographic”







• 86% required hospitalization
• Healthy boys have considerably higher 

chances of hospitalization with myocarditis 
than with COVID-19 respiratory illness even 
at peak prevalence
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3/21 to 8/21 45% Delta

Death occured 9 of 142 (6.3%) vaccine break-through cases and 91 of 1055 (8.6%) unvaccinated cases, p=0.36





39% of transmission
from fully vaccinated to fully 

vaccinated 













Predicted from Models









89% of countries showed an increase 
in deaths per million directly due to 

the causal impact of mass vaccination
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1. Precautionary principle—mass casualty event
2. Signal of benefit—from all evidence
3. Acceptable safety
4. Drugs in combination
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Cough
Difficulty Breathing

Fever
Sore Throat
Fatigue
Body Aches
Nasal Stuffiness
Loss of smell/taste
Anorexia
Nausea
Diarrhea

Chest Heaviness/Pain
Dyspnea
Desaturation
Systemic Thromboembolism

Intracellular anti-infectives/antiviral antibodies
Corticosteroids/immunomodulators

Antiplatelet agents/anticoagulants

SARS-CoV-2
Nasal PCR+
Oral PCR/Ag+

↑D-dimer
↑Hs-CRP
↓Lymphocytes

Ambulatory Phase                               Hospitalization Phase                                 Death

Therapeutic Response

McCullough PA Innovative 
Early Sequenced Multidrug 
Therapy for SARS-CoV-2 
(COVID-19) Infection to Reduce 
Hospitalization and Death, 
presented in part at SciInov, 
COVID-19 Drug and Diagnostic 
Developments, Nov 2, 18th Annual 
WCIRDC 2020 Dec 3, 
DOI:10.31083/j.rcm.2020.04.264 
This is an open access article 
under the CC BY 4.0 license 
(https://creativecommons.org/licen
ses/by/4.0/). adapted for Int J Med 
Sci Clini Inv 2020, ID 2898 Open 
Access Publication ISSN: 2348-
991X | 2454-9576





Early Treatment

Fazio S, Bellavite P, Zanolin E, McCullough PA, Pandolfi S, 
Affuso F. Retrospective Study of Outcomes and 
Hospitalization Rates of Patients in Italy with a Confirmed 
Diagnosis of Early COVID-19 and Treated at Home Within 
3 Days or After 3 Days of Symptom Onset with Prescribed 
and Non-Prescribed Treatments Between November 
2020 and August 2021. Med Sci Monit. 2021 Dec 
30;27:e935379. doi: 10.12659/MSM.935379. PMID: 
34966165; PMCID: PMC8725339.



Arefin MK, Rumi SKNF, Uddin AKMN, Banu SS, Khan M, Kaiser A, Chowdhury JA, 
Khan MAS, Hasan MJ. Virucidal effect of povidone iodine on COVID-19 in the 
nasopharynx: an open-label randomized clinical trial. Indian J Otolaryngol Head 
Neck Surg. 2021 May 18:1-5. doi: 10.1007/s12070-021-02616-7. Epub ahead of 
print. PMID: 34026595; PMCID: PMC8130786.
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RT-PCR Test Positive 
Day 3

RT-PCR Test Positive 
Day 5

RT-PCR Test Positive 
Day 7

RT-PCR Test Positive 
Day 0

303 Patients 303 Patients 35 Patients 292 Patients 24 Patients 8 Patients268 Patients 213 Patients

RCT: EFFECT OF 1% POVIDONE IODINE MOUTHWASH/GARGLE, 
NASAL AND EYE DROP IN COVID-19 PATIENTS
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Hospitalised without 
Oxygen Support

Hospitalised + 
Oxygen Support

DeathRT-PCR Test Positive 
Day 0

303 Patients 303 Patients 2 Patients 14 Patients 10 Patients 2 Patients63 Patients 17 Patients

RCT:  EFFECT OF 1% POVIDONE IODINE MOUTHWASH/GARGLE, 
NASAL AND EYE DROP IN COVID-19 PATIENTS (OUTCOMES)









N=849 PCR + High Risk COVID-19

Procter BC, Ross C, Pickard V, Smith E, Hanson C, McCullough PA. Clinical outcomes after early ambulatory multidrug 
therapy for high-risk SARS-CoV-2 (COVID-19) infection. Rev Cardiovasc Med. 2020 Dec 30;21(4):611-614. doi: 
10.31083/j.rcm.2020.04.260. PMID: 33388006.
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“Trusted News Initiative”
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Conclusions
• COVID-19 pandemic is a global disaster
• Pathophysiology is complex—not amenable to single drug
• The prehospital phase is the therapeutic opportunity 
• Early ambulatory therapy with a sequenced, multi-drug regimen is 

supported by available sources of evidence and has a positive benefit-
to-risk profile
• Reduce the risk of hospitalization and death
• More safely temporize to close the crisis with herd immunity

• COVID-19 genetic vaccines
• Unfavorable safety profile
• Protection not sufficiently complete or durable

• Censorship and reprisal are working to crush freedom of speech, 
scientific discourse, and medical progress



Courtesy of Jan Aleson, Independence, KS



Call to Action
• Drop all vaccine mandates immediately
• Prohibit forms of pressure, coercion, or threat of 

reprisal for vaccination
• Ban all forms of vaccine discrimination
• Pause Pfizer/Moderna/JNJ vaccines and thorough 

safety review
• Begin vaccine-injury treatment centers at major 

medical centers
• Nationwide pivot to early COVID-19 treatment at 

community and academic medical centers




