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6 Month Pfizer Phase I-II-III Trial Results DO NOT Show Safety or Effectiveness 
By WayneTheDBA 

 “For decades, true scientists have warned that pivotal clinical trial designs for vaccines are dangerously flawed 

and outdated.  Vaccines have been promoted and widely utilized under the false claim they have been shown to 

improve health. However, this claim is only a philosophical argument and not science based. In a true scientific 

fashion to show a health benefit one would need to show fewer overall deaths during an extended period in the 

vaccinated group compared to a control group … No pivotal clinical trial for a vaccine preventing an infectious 

disease has ever demonstrated an improvement in health using these scientific measurements of health as a 

primary endpoint.” – J.  Bart Classen, MD.1 

 

SUMMARY: 

The Pfizer Covid-19 Vaccine Phase I-II-III Clinical Trial for the 16 year and older cohort consisted of a treatment 

arm and a placebo arm, each containing approximately 22,000 people.  The study document and supplementary 

materials are located here and here.  The 6 month follow-up data demonstrated the following 5 findings: 

1. 1 net life was saved from Covid-19 related disease in the treatment group vs. placebo group (1 vs. 2 

deaths).  This results in a Number Needed to Vaccinate (NNTV) of 22,000 (number of people that need to 

be vaccinated to prevent 1 death from Covid-19). 

2. Pfizer selected participants for the trial who were 6.75 times less likely to die overall as compared to the 

background average based on US mortality statistics. 

3. All-Cause Mortality was greater in the treatment group vs. the placebo group (20 vs. 14 deaths). 

4. Cardiovascular-related deaths were greater in the treatment group vs. the placebo group (9 vs. 5 deaths). 

5. Sepsis/Septicemia-related deaths were significantly greater in the treatment group vs. the placebo group 

(4 vs. 0 deaths).  These 4 deaths exceeded the normal background death rate for this cause.  A plausible 

explanation for these deaths is some form of acquired immunodeficiency (similar to AIDS). 

How these five findings were derived will be shown below.  But first, the conclusion based on the above, is that 

the Mortality Risk to Benefit ratio for the Pfizer vaccine (Deaths lost : Deaths saved from Covid), is 6 : 1 based on 

the 6 month follow-up data.  This type of ratio flies in the face of the “safe and effective” and “benefits outweigh 

the risks” narratives that are incessantly trumpeted by our health agencies and complicit media.  Furthermore, it 

appears the “benefits” of this vaccine also include an increased risk of cardiovascular and immunodeficiency 

related death.  However, since the raw mortality numbers are relatively small in this study, the study itself could 

be considered underpowered (under-sized), and therefore, you could also certainly make the case that the study 

results are NOT significant. 

The bottom line is that only one of these two statements can be true: 

1. The Pfizer vaccine increases All-Cause Mortality, resulting in 6 extra deaths for every 1 life saved from 

Covid-19 (and also raises the risk of cardiovascular or immunodeficiency related death), and is therefore 

NOT safe or effective, or 

2. The Pfizer study yielded mortality data that was too small in size and did not yield significant results; 

therefore we CANNOT conclude the Pfizer vaccine is safe or effective. 

 

1 J. Bart Classen, MD, “US COVID-19 Vaccines Proven to Cause More Harm than Good Based on Pivotal Clinical Trial Data Analyzed Using the 

Proper Scientific Endpoint, “All Cause Severe Morbidity”.  Trends Int Med, 2021, Vol 1, Issue 1. https://www.scivisionpub.com/pdfs/us-

covid19-vaccines-proven-to-cause-more-harm-than-good-based-on-pivotal-clinical-trial-data-analyzed-using-the-proper-scientific--

1811.pdf  

https://www.medrxiv.org/content/10.1101/2021.07.28.21261159v1.full.pdf
https://www.medrxiv.org/content/10.1101/2021.07.28.21261159v1.supplementary-material
https://www.scivisionpub.com/pdfs/us-covid19-vaccines-proven-to-cause-more-harm-than-good-based-on-pivotal-clinical-trial-data-analyzed-using-the-proper-scientific--1811.pdf
https://www.scivisionpub.com/pdfs/us-covid19-vaccines-proven-to-cause-more-harm-than-good-based-on-pivotal-clinical-trial-data-analyzed-using-the-proper-scientific--1811.pdf
https://www.scivisionpub.com/pdfs/us-covid19-vaccines-proven-to-cause-more-harm-than-good-based-on-pivotal-clinical-trial-data-analyzed-using-the-proper-scientific--1811.pdf


2 
 

Derivation of Finding 1: 

Here is Table S4 of the Supplementary material, with the relevant Covid-19 Deaths highlighted in green.  As you 

can see, there was 1 death in the treatment arm, and 2 deaths in the placebo arm.  From this we can conclude 

that the vaccine may have saved 1 life (2 minus 1) per 22K people from Covid-19 related disease during the study.  
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Derivation of Finding 2: 

Pfizer trial participants were healthier than the US national average.  Using a table (below) which shows the US 

Mortality Statistics for the top 15 underlying causes of death from 2015-2019, if we take an average of the annual 

deaths due to all causes, and then adjust the numbers to match the size of the trial groups (22K) and to account 

for the 6 month length of trial, we will see that we would normally expect 94.5 deaths from all causes.  Instead, 

what we find is that the placebo group in the trial only shows 14 deaths.  This is 6.75 times less than the normal 

background 6 month death rate.  We can conclude then, that Pfizer was very selective about the participants in its 

trial, choosing predominantly healthy people. 

Underlying Cause of Death Treatment 
group 

Placebo 
group 

Avg 6 Month Background 
Rate for a population of 22K 

All-Cause Mortality 20 14 94.5 

 

US Mortality Statistics for Top 15 Underlying Causes of Death, 2015-2019 
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All-Cause Mortality 2,712,630 321,418,820 2,744,248 323,127,513 2,813,503 325,719,178 2,839,205 327,167,434 2,854,838 328,239,523 859.0 94.5 

Diseases of heart  633,842 321,418,820 635,260 323,127,513 647,457 325,719,178 655,381 327,167,434 659,041 328,239,523 198.7 21.9 

Cancer 595,930 321,418,820 598,038 323,127,513 599,108 325,719,178 599,274 327,167,434 599,601 328,239,523 184.0 20.2 

Accidents 
(unintentional 
injuries)  

155,041 321,418,820 161,374 323,127,513 169,936 325,719,178 167,127 327,167,434 173,040 328,239,523 50.8 5.6 

Chronic lower 
respiratory diseases 

146,571 321,418,820 154,596 323,127,513 160,201 325,719,178 159,486 327,167,434 156,979 328,239,523 47.8 5.3 

Stroke 140,323 321,418,820 142,142 323,127,513 146,383 325,719,178 147,810 327,167,434 150,005 328,239,523 44.7 4.9 

Alzheimer disease 110,561 321,418,820 116,103 323,127,513 121,404 325,719,178 122,019 327,167,434 121,499 328,239,523 36.4 4.0 

Diabetes 79,535 321,418,820 80,058 323,127,513 83,564 325,719,178 84,946 327,167,434 87,647 328,239,523 25.6 2.8 

Influenza and 
pneumonia 

57,062 321,418,820 51,537 323,127,513 55,672 325,719,178 59,120 327,167,434 49,783 328,239,523 16.8 1.8 

Kidney disease 

49,959 321,418,820 50,046 323,127,513 50,633 325,719,178 51,386 327,167,434 51,565 328,239,523 15.6 1.7 

Suicide 44,193 321,418,820 44,965 323,127,513 47,173 325,719,178 48,344 327,167,434 47,511 328,239,523 14.3 1.6 

Chronic liver 
disease and 
cirrhosis 

40,773 321,418,820 40,613 323,127,513 41,743 325,719,178 42,838 327,167,434 44,358 328,239,523 12.9 1.4 

Septicemia 40,326 321,418,820 40,545 323,127,513 40,922 325,719,178 40,718 327,167,434 38,431 328,239,523 12.4 1.4 

Essential 
hypertension and 
hypertensive renal 
disease 

32,200 321,418,820 33,246 323,127,513 35,316 325,719,178 35,835 327,167,434 36,524 328,239,523 10.6 1.2 

Parkinson disease 27,972 321,418,820 29,697 323,127,513 31,963 325,719,178 33,829 327,167,434 35,311 328,239,523 9.8 1.1 

Pneumonitis due to 
solids and liquids 

19,803 321,418,820 19,715 323,127,513 20,108 325,719,178 19,239 327,167,434 19,184 328,239,523 6.0 0.7 

Data obtained from CDC Wonder’s Underlying Cause of Death search tool, located at: https://wonder.cdc.gov/ucd-icd10.html 
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Derivation of Finding 3: 

In the third paragraph of the “Adverse events” section in the main study document, it states that during the open-

label period (after the study was unblinded), 3 additional people died in the treatment group and 2 people who 

were originally in the placebo group received the vaccine and then also subsequently died. 

 

Then, looking at Table S4 of the Supplementary material, you can see that the top-line number of deaths for both 

arms is highlighted in red.  There were 15 deaths in the treatment arm and 14 deaths in the placebo arm.  

However, once you add in the 5 extra deaths which occurred during the open-label period to the treatment arm, 

the ratio of deaths is now 20 to 14, for a total of 6 extra deaths in the treatment arm vs. the placebo arm. 

 

Therefore, the All-Cause Mortality rate is 43% higher in the treatment arm than the placebo arm. 
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Derivation of Finding 4: 

Looking again at table S4 from the Supplementary material, the cardiovascular-related deaths are highlighted in 

red.  You can see below that the treatment arm had a total of 9 cardiovascular-related deaths, while the placebo 

arm had 5.  This is a net increase of 4 deaths in the treatment arm, or an 80% increase.  Given what is known 

about cardiovascular adverse events from VAERS, this should not come as a surprise.  For example, VAERS shows 

that the average annual incidence of cardiac arrest events for the BNT162b2 vaccine is over 47 times higher than 

the same for all other non-Covid-19 vaccines combined over the past 32 years (1374 events/yr for BNT162b2 vs. 

29 events/yr for all other vaccines). 
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Derivation of Finding 5: 

Once again, the relevant rows from table S4 of the Supplementary material, are highlighted in red.  You can see 
below that the treatment arm had a total of 4 Sepsis related deaths, while the placebo arm had none.  Sepsis is a 
condition that results from the immune system’s failure to defeat a viral or bacterial infection.  Who is most likely 
to develop sepsis?:  “Those older than 65, infants younger than one year, and anyone with a weakened immune 
system are particularly susceptible.”  Also, Emphysematous cholecystitis is a rare variant of acute cholecystitis 
noted by the presence of gas in the gallbladder lumen or wall.  This gas results from an invasion by bacteria such 
as E. Coli.  It is therefore, also the result of the immune system’s failure to deal with a bacterial infection. 

 

https://www.health.harvard.edu/blog/sepsis-when-infection-overwhelms-2016091910359
https://www.health.harvard.edu/blog/sepsis-when-infection-overwhelms-2016091910359
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Referring back to the US Mortality Statistics for Top 15 Underlying Causes of Death, 2015-2019 table, you can 

see that the US average 6 month mortality rate due to Sepsis/Septicemia is only 1.4 deaths per 22,000 persons.  

Notably, the treatment arm for the Pfizer trial shows us that the risk of Sepsis is 2.6 times the normal background 

rate for these type of events.  This could very well suggest that the Pfizer vaccine is effectively weakening the 

immune system to the point where people are at increased risk of dying from bacterial and viral infections.  Or in 

other words, the Pfizer vaccine may be giving people a form of acquired immunodeficiency (similar to AIDS).  Once 

you consider that the population chosen for the Pfizer trials seems to consist of people who are much healthier 

than average, this becomes even more alarming.  VAERS confirms the elevated risk of this issue: Sepsis related to 

the BNT162b2 vaccine has an annual incidence rate 23 times the normal annual background rate of all of the 

other vaccines combined over the last 32 years (1437 events/yr for BNT162b2 vs. 63 events/yr for all other 

vaccines). 

Underlying Cause of Death Treatment 
group 

Placebo 
group 

Avg 6 Month Background 
Rate for a population of 22K 

All-Cause Mortality 20 14 94.5 

Cardiovascular-related deaths 
(Heart Disease + Stroke) 

9 5 26.8 (21.9+4.9) 

Sepsis/Septicemia deaths 4 0 1.4 
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