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•Lecture Objectives:
⚬ Attendees will be able to evaluate shortcomings of MMR vaccines and mortality 

risks of measles so that they can decide for themselves how to counsel individual 
patients about MMR vaccine decisions during a time of measles resurgence

⚬ Through the example of the DTaP vaccine, the audience will learn the trade-offs 
in efficacy that sometimes result from efforts to improve the safety profile of a 
vaccine

⚬ Clinicians will identify the trajectory of a successful vaccine, the Hemophilus 
influenza vaccine, with data showing swift decline in infant meningitis and 
epiglottitis after introduction of the vaccine and a promising safety profile

⚬ Attendees will discover opportunities for improvement in vaccine safety testing 
through identified gaps in vaccine research and regulatory oversight
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IMA is committed to presenting data 
you may not have been exposed to
so that you can make up your own mind
using critical thinking rooted in compassion

I n d e p e n d e n t  M e d i c a l  A l l i a n c e

Childhood Vaccines: An up-to-date review on efficacy and risks PAGE 2



Lecture Outline 

• In the news: Measles/MMR
•DTaP risks & benefits
•My favorite vaccine: Hib
•Failure of oversight & Inadequate 
trials
•Vaxxed vs Unvaxxed studies
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I n d e p e n d e n t  M e d i c a l  A l l i a n c e

American 
Academy of 
Pediatrics and 
Centers for 
Disease Control 
official 
recommendations 
for childhood 
vaccines

https://www.cdc.gov/vaccines/hcp/imz-schedules/downloads/child/0-18yrs-child-combined-schedule.pdf
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, 

CHILDHOOD VACCINES: 
MEASLES AND MMR VACCINE
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Measles Cases in US
2026 as of April 10
•  1,714 confirmed* measles cases were 
reported in the United States in 2026
•33 jurisdictions: Alaska, Arizona, California, 
Colorado, Florida, Georgia, Idaho, Illinois, 
Kentucky, Maine, Massachusetts, 
Michigan, Minnesota, Missouri, Montana, 
Nebraska, New Mexico, New York City, 
New York State, North Carolina, North 
Dakota, Ohio, Oklahoma, Oregon, 
Pennsylvania, South Carolina, South 
Dakota, Texas, Utah, Vermont, Virginia, 
Washington, and Wisconsin.
• 10 measles cases were reported among 
international visitors to the U S

2025
•2,287 confirmed* measles cases were reported in 
the United States. 
•45 jurisdictions: Alabama, Alaska, Arizona, 
Arkansas, California, Colorado, Connecticut, Florida, 
Georgia, Hawaii, Idaho, Illinois, Indiana, Iowa, 
Kansas, Kentucky, Louisiana, Maryland, Michigan, 
Minnesota, Missouri, Montana, Nebraska, Nevada, 
New Jersey, New Mexico, New York City, New York 
State, North Carolina, North Dakota, Ohio, 
Oklahoma, Oregon, Pennsylvania, Rhode Island, 
South Carolina, South Dakota, Tennessee, Texas, 
Utah, Vermont, Virginia, Washington, Wisconsin, 
and Wyoming. 
•25 measles cases were reported among 
international visitors to the United States
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2026 2025

Total Hospitalized 6%
(96 of 1,714 cases)

11%
(243 of 2,287 
cases)

Percent of Age Group 
Hospitalized

Under 5 years 9% (33 of 354) 18% (106 of 
584)

5-19 years 3% (28 of 888) 6% (58 of 1,015)

20+ years 7% (35 of 467) 12% (79 of 675)

Age unknown 0% (0 of 5) 0% (0 of 13)
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BEFORE MEASLES VACCINE
1 in 500,000 Deaths in America
340,100,000 Americans = 680 Deaths/Year
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Goodson JL, Seward JF (December 2015). "Measles 50 Years After Use of Measles Vaccine". Infectious 
Disease Clinics of North America. 29 (4): 725–743.
doi:10.1016/j.idc.2015.08.001. PMID 26610423

Correcting for 
CDC 

Surveillance 
Bias

CDC ADMISSION: 
MASSIVE 

UNDERREPORTING

Langmuir et al. 
(1962): Only 11% of 

measles cases 
reported to 
surveillance

- Deaths are fully 
captured (hospitals, 
death certificates, 
investigations)

CORRECTED 
MORTALITY 

CALCULATION

Reported US 
cases 

(2003-2025): 
~8,000

Actual cases 
(correcting for 11% 
reporting): ~73,000

- Confirmed deaths: 6-7
⚬True case fatality 
rate: 1 in 10,000 
(0.01%)

REMARKABLE 
CONSISTENCY

1962 Langmuir 
study: 

1 in 10,000 deaths

2025 corrected rate:
 1 in 10,000 deaths
⚬Identical mortality 
across 60+ years

MMR was licensed 
by Merck in 1971
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• Creates false impression 
of high case fatality rates

https://en.wikipedia.org/wiki/Doi_(identifier)
https://doi.org/10.1016%2Fj.idc.2015.08.001
https://en.wikipedia.org/wiki/PMID_(identifier)
https://pubmed.ncbi.nlm.nih.gov/26610423
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Surveillance Data: 
PENNSYLVANIA MEASLES CASES (CDC Official Data)
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EXPOSURE RISK for a healthy child

- Pennsylvania Population: 13 million
- Average Annual Cases (2019-2024): ~4 cases
- Annual Exposure Risk: 1 in 3.25 million



Vitamin A Deficiency As The Primary 
Risk Factor

Hussey GD, Klein M. A randomized, controlled trial of vitamin A in children with severe measles. New England journal of medicine. 1990 Jul 19;323(3):160-4.
Havens PL, Butler JC, Day SE, Mohr BA, Davis JP, Chusid MJ. Treating measles: the appropriateness of admission to a Wisconsin children's hospital. American journal 
of public health. 1993 Mar;83(3):379-84.
Barclay AJ, Foster A, Sommer A. Vitamin A supplements and mortality related to measles: a randomised clinical trial. Br Med J (Clin Res Ed). 1987 Jan 31;294(6567):294-6.
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Barclay et al. (1987):
•Vitamin A supplements reduce measles mortality in 
randomized trial

Hussey & Klein (1990) - New England Journal of Medicine:
- 92% of children hospitalized with severe measles had vitamin A 
deficiency

- Vitamin A deficiency strongest predictor of severe outcomes
Butler et al. (1993) - Pediatrics:
- 72% of all measles patients had low vitamin A levels
- Lower vitamin A levels correlated with increased complications



- Optimal 
nutrition and 

vitamin A status

- Protects 
against 92% of 

severe 
complications

- Measles becomes 
manageable 

childhood illness, 
not life-threatening 

disease
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Lifestyle protection against severe measles outcomes



Comprehensive Risk Profile: individualized decision making

PROTECTIVE FACTORS

Geography

⚬(extraordinarily low measles prevalence in most US states versus measles 
outbreaks in developing world)

Optimal nutritional status (vitamin A protection) vs. 
malnourished children

Age demographic (not infant or elderly)

Healthy immune system (not immunocompromised)

Access to modern medical care and good public sanitation

Community with high MMR coverage >93% (theoretic 
threshold for herd immunity protection)
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QUANTIFIED RISKS

⚬Case fatality risk (if exposed): 1 in 10,000
￭Annual death risk: 1 in 32.5 billion

Exposure risk: 1 in 3.25 million annually

COMPARISON to other childhood risks (Using CDC Annual Death 
Data)

443,000 times more likely to drown > measles.

7,065 times more likely to die from bee stings

2,750 times more likely to be struck by lightning

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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• Package insert legally admits potential causal association 
with over 60 severe adverse events 

• Including: encephalitis, seizures, Guillain-Barré Syndrome, 
death

MERCK'S M-M-R II (Licensed 1971)

• Clinical trial: 66% of participants experienced adverse 
events in just 42 days

• Clinical trial results: 10.1% emergency room visits, 2.1% serious 
adverse events

• Package insert admits similar severe adverse event profile

• 3.4% developed new onset chronic diseases (autoimmune 
disorders, asthma, diabetes)

GSK'S PRIORIX (Licensed 2022)



Measles Reduces Risk of Cancer
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Measles reduces risk of 
cardiovascular disease: 
Heart attacks and strokes

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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Cardiovascular Disease in the U.S.
941,652 deaths in 2022
Roughly 2,500 people in the U.S. die 
from cardiovascular diseases every 
day.
Cardiovascular disease causes 
approximately 1 death every 34 
seconds.

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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CARDIOVASCULAR PROTECTION
- Japan Collaborative Cohort Study: 103,836 people followed for 21 years
- 20% reduction in cardiovascular mortality with natural measles infection
- Published in peer-reviewed medical literature

CANCER PROTECTION
- Albonico et al. (1998): Febrile childhood infections provide cancer protection
- Marcotte et al. (2014): Natural infections reduce leukemia risk in children
- Reduced risk of non-Hodgkin lymphoma and Hodgkin lymphoma
- General cancer protection with dose-response relationship

IMMUNITY COMPARISON
- Natural immunity: Lifelong protection
- Vaccine immunity: Wanes rapidly, requires boosters
- Natural infection: Proper immune system maturation

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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NATURAL MEASLES IMMUNITY BENEFITS:



CONCLUSION:  Natural measles provides health benefits 
that vaccination cannot replicate

Vaccination: Eliminates natural benefits while adding 
documented risks

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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Measles can occur in highly vaccinated populations

1.Primary vaccine failure in 1-10%
2.Secondary vaccine failure – waning immunity 

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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Documented History of Vaccine Failure & Waning Immunity

OUTBREAKS IN HIGHLY VACCINATED POPULATIONS

⚬Corpus Christi, 1985 ( Gustafson TL, Lievens AW, Brunell PA, 
Moellenberg RG, Buttery CM, Sehulster LM. Measles outbreak in 
a fully immunized secondary-school population. New England 
journal of medicine. 1987 Mar 26;316(13):771-4.
￭Outbreak despite a 99% vaccination rate.

⚬Massachusetts, 1984 (Gustafson TL, Lievens AW, Brunell PA, 
Moellenberg RG, Buttery CM, Sehulster LM. Measles outbreak in 
a fully immunized secondary-school population. New England 
journal of medicine. 
⚬1987 Mar 26;316(13):771-4.
￭Outbreak in a high school with a 98% vaccination rate. 
• 70% of cases were in vaccinated students

⚬Israeli Military, 2017: Outbreak among soldiers with high 2-dose 
coverage. (Avramovich E. Measles outbreak in a highly 
vaccinated population—Israel, July–August 2017. MMWR. 
Morbidity and  Mortality Weekly Report. 2018;67.)
￭The primary patient had received 3 doses of MMR.

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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Jacobson, R. M., and G. A. Poland. "The genetic basis for 
measles vaccine failure." Acta Paediatrica 93 (2004): 43-46.

• The overwhelming proportion of measles vaccine failure was due to primary 
vaccine failure (failure to ever generate antibody from antigenic 
stimulation). This comparison of two geographically distinct communities 
revealed that 10% of children previously vaccinated against measles lacked 
antibody on follow-up and that these vaccine failures clustered in families. A 
study of monozygotic and dizygotic twins revealed a high degree of heritability 
of measles vaccine antibody level

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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Measles antibodies after MMR vaccination:
98.5%, 90%, 93.7%
Age effect: 97.9% (0-5 yo) 98.6% (6-10yo) 82.7% (11-15 yo)

•Pillsbury A, Quinn H. An assessment of measles vaccine effectiveness, Australia, 2006-2012. Western 
Pac Surveill Response J 2015; 6:43-50.

•Knuf M, Zepp F, Helm K, Maurer H, Prieler A, Kieninger-Baum D, et al. Antibody persistence for 3 
years following two doses of tetravalent measles-mumps-rubella-varicella vaccine in healthy 
children. Eur J Pediatr 2012; 171:463-70.

•Paulke-Korinek M, Fischmeister G, Grac A, Rendi-Wagner P, Kundi M, Mohsenzadeh-Rabbani A, et al. 
Persistence of antibodies in 4-8 year old Austrian children after vaccination with hexavalent DTaP-
HBV-IPV/Hib and MMR vaccines. Vaccine 2011; 29:5130-6.

•Variable initial response and variable duration of response

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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Vaccinated individuals can and do spread measles 
to others.
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CHILDHOOD VACCINES: 
DTAP -TETANUS 
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I n d e p e n d e n t  M e d i c a l  A l l i a n c e

Centers for Disease Control and Prevention. Tetanus Surveillance. In: Manual for the Surveillance of Vaccine-Preventable Diseases. CDC; 2024. Accessed December 18, 2025.
https://www.cdc.gov/vaccines/pubs/surv-manual/chpt16-tetanus.html

 National Safety Council. Motor Vehicle Fatality Estimates. Injury Facts. Accessed December 18, 2025. https://injuryfacts.nsc.org/motor-vehicle/overview/preliminary-
monthly-estimates/

Centers for Disease Control and Prevention. Drowning Facts. Accessed December 18, 2025. https://www.cdc.gov/drowning/facts/index.html

National Oceanic and Atmospheric Administration. Lightning Fatalities. National Weather Service. Accessed December 18, 2025. https://www.weather.gov/safety/lightning-fatalities

Childhood Vaccines: An up-to-date review on efficacy and risks PAGE 27



[1] Centers for Disease Control and Prevention. Tetanus Surveillance. In: Manual for the Surveillance of Vaccine-Preventable Diseases. CDC; 2024. Accessed December 18, 2025.https://www.cdc.gov/vaccines/pubs/surv-
manual/chpt16-tetanus.html

[2] National Safety Council. Motor Vehicle Fatality Estimates. Injury Facts. Accessed December 18, 2025. https://injuryfacts.nsc.org/motor-vehicle/overview/preliminary-
monthly-estimates/

[3] Centers for Disease Control and Prevention. Drowning Facts. Accessed December 18, 2025. https://www.cdc.gov/drowning/facts/index.html

[4] National Oceanic and Atmospheric Administration. Lightning Fatalities. National Weather Service. Accessed December 18, 2025. https://www.weather.gov/safety/lightning-fatalities
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Tetanus is a serious disease, but its incidence in modern America is exceedingly rare. 
According to the CDC’s own data, there are only about 30 cases of tetanus per year 
in the entire United States, out of a population of 340 million people. 

This translates to an annual risk of approximately 1 in 11.3 million.
Sources: The risk of dying from tetanus is 31,000 times lower than dying in a car 
accident.

It is roughly equivalent to the risk of being struck by lightning. 

Tetanus Risk is Statistically Negligible for healthy children



The CDC recommends a tetanus booster every 10 years. However, a growing body of 
scientific evidence suggests this interval may be unnecessarily frequent.

A landmark 2016 study published in Clinical Infectious Diseases followed 546 
adults for 30 years and found that 95% of individuals remained protected 
against tetanus for 30 years or more after their initial vaccination series. The 
study’s authors concluded: “it may no longer be necessary to administer booster 
vaccinations every 10 years and that the current adult vaccination schedule for 
tetanus and diphtheria should be revisited.” 

Hammarlund E, et al. Durability of Vaccine-Induced Immunity Against Tetanus and Diphtheria Toxins: A 30-Year Follow-up Study. Clinical Infectious Diseases. 
2016;62(9):1111-1118.
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Existing Immunity to Tetanus is Robust and Long-Lasting



, 

CHILDHOOD VACCINES: 
DTAP PERTUSSIS 
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• Warfel JM, Zimmerman LI, Merkel TJ. Acellular pertussis vaccines protect against disease but fail 
to prevent infection and transmission in a nonhuman primate model. Proceedings of the 
National Academy of Sciences. 2014 Jan 14;111(2):787-92.

• The current acellular pertussis (aP) vaccine replaced the older whole-cell vaccine in the 1990s.
⚬ It does not prevent a person from becoming infected with Bordetella pertussis.
⚬ TDaP does not prevent them from transmitting it to others.

• Landmark 2014 study published in the Proceedings of the National Academy of Sciences 
(PNAS). researchers vaccinated baboons (the best animal model for pertussis) with the DTaP 
vaccine and then challenged them with the pertussis bacteria.
⚬ The vaccinated baboons were protected from severe symptoms, but they were colonized 

with pertussis bacteria in their throats at the same rate as the unvaccinated baboons.
 

⚬ They remained colonized for up to 42 days, shedding the bacteria and capable of 
transmitting it.

• The study authors concluded: “acellular pertussis vaccines protect against disease but fail to 
prevent infection and transmission in a nonhuman primate model.” 

• Tdap vaccine creates asymptomatic carriers. A vaccinated child can get infected, show no 
symptoms, and unknowingly spread the disease to vulnerable individuals, including young 
infants who are most at risk of severe outcomes. 

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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The Acellular Pertussis Vaccine Does Not 
Prevent Infection or Transmission



•The limitations of the acellular vaccine are a primary reason why we are 
seeing a resurgence of whooping cough in the United States, despite 
record-high vaccination rates. 
• In 2012, the US experienced its largest outbreak in 50 years, with over 48,000 
cases
•Most pediatric cases were vaccinated according to national 
recommendations, although 9% of those aged 6 months to 18 years were 
completely unvaccinated against pertussis. High disease rates also were 
observed in fully vaccinated preadolescents, especially 10-year-olds.

Winter K, Harriman K, Zipprich J, Schechter R, Talarico J, Watt J, Chavez G. California pertussis epidemic, 2010. The Journal of pediatrics. 2012 Dec 1;161(6):1091-6.
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The Vaccine’s Limitations Have Contributed to 
the Resurgence of Pertussis



Klein NP, et al. Waning protection after fifth dose of DTaP vaccine in children. N Engl J Med. 2012;367(11):1012-1019.

The Vaccine’s Immunity Wanes Rapidly

The symptom-reducing protection DTaP provides 
is incredibly short-lived. 

A 2012 study in the New England Journal of 
Medicine found that protection from the DTaP 
vaccine wanes by 42% per year after the fifth dose. 

The Tdap booster given at age 11 provides only a 
temporary boost, with protection waning again 
within just 2-3 years. 
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• Widespread use of the acellular vaccine has created evolutionary pressure on 
the Bordetella pertussis bacterium, leading to the emergence of new, vaccine-
resistant Strains.

• In a 2015 study published in the New England Journal of Medicine, researchers 
found that the majority of circulating pertussis strains in the United States were 
now pertactin-deficient. 

• Pertactin is one of the key antigens in the acellular vaccine. The bacterium has 
simply evolved to stop producing it, rendering a key component of the vaccine 
less effective. Today, over 60% of U.S. isolates are pertactin-negative. 

• Even more alarmingly, a new lineage known as ptxP3 has emerged, which 
produces significantly more pertussis toxin than older strains, leading to more 
severe disease. 

Martin SW, et al. Pertactin-Negative Bordetella pertussis Strains: Evidence for a Possible Selective Advantage. Clin Infect Dis. 2015;60(2):223-227.
[Mooi FR, et al. Evolution of Bordetella pertussis and increased toxin expression. Emerg Infect Dis. 2009;15(8):1206-1213.
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Pathogen Adaptation: The Vaccine Has 
Driven the Evolution of Pertussis



Ma L, Caulfield A, Dewan KK, Harvill ET. Pertactin-Deficient Bordetella pertussis, 
Vaccine-Driven Evolution, and Reemergence of Pertussis. Emerg Infect Dis. 2021 
Jun;27(6):1561-1566. doi: 10.3201/eid2706.203850. PMID: 34014152; PMCID: PMC8153889.

Abstract
Recent	reemergence	of	pertussis	(whooping	cough)	in	highly	vaccinated	populations	and	rapid	
expansion	of Bordetella	pertussis strains	lacking	pertactin	(PRN),	a	common	acellular	vaccine	
antigen,	have	raised	the	specter	of	vaccine-driven	evolution	and	potential	return	of	what	was	once	
the	major	killer	of	children.	The	discovery	that	most	circulating B.	pertussis strains	in	the	United	
States	have	acquired	new	and	independent	disruptive	mutations	in	PRN	is	compelling	evidence	of	
strong	selective	pressure.
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DTaP vaccine, by failing to provide sterilizing immunity, has inadvertently 
allowed these more dangerous strains to evolve and spread.

Textbook example of pathogen adaptation.

The vaccine is not controlling the disease; it is shaping its evolution.

The Law of Unintended Consequences

I n d e p e n d e n t  M e d i c a l  A l l i a n c e
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While pertussis cases have increased, the disease remains overwhelmingly mild for healthy,
well-nourished children.

The case fatality rate in vaccinated schoolchildren is less than 0.01%. 

In 2024, a peak outbreak year, there were zero deaths in children ages 7-19 in the entire United States. 
The risk of death is concentrated in very young infants, the very group being put at risk by 
asymptomatic carriers created by the vaccine.

A 2022 study in the prestigious journal PNAS used epidemiologic modeling to demonstrate that due 
to rapid waning immunity, Tdap boosters cannot sustain herd immunity at the population level. 

The vaccine simply does not last long enough to prevent chains of transmission.
Centers for Disease Control and Prevention. 2024 Provisional Pertussis Surveillance Report. CDC; 2025.
Cherry JD. Clinical manifestations of pertussis in the vaccinated. Future Microbiol. 2019;14:1085-1094.
[19] Domenech de Celles M, et al. Impact of booster vaccinations on pertussis transmission in the U.S. PNAS. 2022;119(11):e2120064119.
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The Risk of the DTaP Vaccine Far Exceeds the Risk of 
the Disease for some individuals



Meanwhile, the Tdap package inserts admit to a 1.5% rate of serious adverse events in adolescents, 
which translates to 1 in every 67 children. 

These are not minor reactions; they are events requiring hospitalization or resulting in permanent 
disability. The inserts also list a range of post-marketing reports, including encephalopathy (coma, 
prolonged seizures), Guillain-Barré Syndrome, myocarditis (heart inflammation), and death. 

Sanofi Pasteur. Adacel (Tetanus Toxoid, Reduced Diphtheria Toxoid and Acellular
Pertussis Vaccine Adsorbed) Package Insert. FDA; 2023.
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, 

CHILDHOOD VACCINES: 
MY FAVORITE - HIB

I n d e p e n d e n t  M e d i c a l  A l l i a n c e

Childhood Vaccines: An up-to-date review on efficacy and risks PAGE 39



Hib vaccine: infant meningitis
• The conjugated vaccines offer increased 

immunogenicity and prolonged durability of immune 
protection compared to the plain PRP vaccine and 
increasingly are combined with other childhood vaccines 
for decreased cost and increased ease of vaccination. 

• Hib vaccines have a very favorable safety profile, have 
been found to be either cost-saving or cost-effective by 
many public health agencies, and, in most countries, are 
initiated during early infancy as part of routine childhood 
immunization programs. 

• As a result of widespread use of the vaccines, the 
incidence of Hib infections, and their associated 
morbidity and mortality, has fallen dramatically across 
the globe

Gilsdorf JR. Hib vaccines: their impact on Hemophilus 
influenzae type b disease. The Journal of infectious diseases. 
2021 Oct
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Hib Vaccine
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Hib resurgence: reasons

•  Immunization in infancy resulted in a lower-than-expected vaccine 
effectiveness (VE). The VE in those immunized in infancy declined 
over time, reaching zero after 1 year. 

•  A shortage of the combination vaccine used in the United Kingdom at 
that time, which had a whole-cell pertussis component (DTwP/Hib) 
resulted in utilization of an alternative combination vaccine containing 
an acellular component (DTaP/Hib) – less immunogenic. Introduction 
of meningococcal group C protein conjugate vaccine (MenC) in 1999, 
which was co-administered with the Hib vaccine, reducing the 
immunogenicity of the Hib component
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Reference for prior slide
•Ladhani SN. 2012. Two decades of experience with the Haemophilus influenzae serotype 
b conjugate vaccine in the United Kingdom. Clin Ther 34:385–399.

•McVernon J, Andrews N, Slack MP, Ramsay ME. 2003. Risk of vaccine failure 
after Haemophilus influenzae type b (Hib) combination vaccines with acellular 
pertussis. Lancet 361:1521–1523

•Eskola J, Ward J, Dagan R, Goldblatt D, Zepp F, Siegrist CA. 1999. Combined vaccination 
of Haemophilus influenzae type b conjugate and diphtheria-tetanus-pertussis 
containing acellular pertussis. Lancet 354:2063–2068.

•Dagan R, Poolman JT, Zepp F. 2008. Combination vaccines containing DTPa-Hib: impact 
of IPV and coadministration of CRM197 conjugates. Expert Rev Vaccines 7:97–115.
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, 

CHILDHOOD VACCINES: 
FAILURE OF REGULATORY OVERSIGHT AND 

INADEQUATE TRIALS
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IOM MEETINGS

• Is a causal relationship between 
vaccines and autism:
•Likely
•Suggested
•Unlikely
• Inadequate

2001
2004
2011
2013
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SIMPSONWOOD 2000

Meeting in Atlanta To deal with 
issue of Thimerosal and 
neurodevelopmental effects 

Kennedy July 2025

https://archive.org/stream/TheSimpsonwoodDocuments/
The-Simpsonwood-Documents
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Simpsonwood
52 attendees including CDC and 
FDA officials, WHO representatives, 
and vaccine manufacturers 
including GlaxoSmithKline, Merck, 
Wyeth, and Aventis Pasteur. 
All data was marked "embargoed" 
with strict instructions against 
photocopying or removing 
documents.
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•The Verstraeten thimerosal study underwent five iterations that reduced 
autism risk findings from 1135% to zero

•The CDC's Thomas Verstraeten found an 11.35-fold increased autism risk from 
thimerosal exposure in his initial 1999 analysis, but through five successive 
iterations of data manipulation between 1999-2003, this alarming finding was 
systematically reduced until the published study showed "no consistent 
significant associations." Internal CDC documents reveal officials were "stunned" 
by the initial findings and held a secret meeting at Simpsonwood to discuss 
managing the implications before Verstraeten left CDC to work for vaccine 
manufacturer GlaxoSmithKline
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According to data obtained through Freedom of Information Act 
requests by the advocacy group SafeMinds:

•Verstraeten's initial analysis found relative risks of 7.62 to 11.35 for autism in 
children receiving the highest thimerosal exposures in their first month of life 
compared to those with no exposure. The analysis also showed an 8.0-fold 
increased risk for ADHD, a 2.1-fold risk for speech delays, and 5.0-fold risk for 
sleep disorders.

•Thimerosal removed from most vaccines in 2001, but not taken 
 out of doctor’s offices so continued to be used until 2003
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•These findings prompted Verstraeten to write an 
internal CDC email on December 17, 1999, with the 
subject line "It just won't go away," referring to the 
persistent statistical associations between 
thimerosal and autism. 
• In the email, obtained through FOIA requests, 
Verstraeten noted that "all the harm is done in the 
first month" of exposure. 
•This Generation Zero analysis was never 
published or presented publicly, and its existence 
only became known through FOIA disclosures 
years later.

I n d e p e n d e n t  M e d i c a l  A l l i a n c e

Childhood Vaccines: An up-to-date review on efficacy and risks PAGE 51



Generation 2-4:  2000-2003
Bundling exposures up to 25 mcg 

with the zero-exposure group
Removing unvaccinated controls 

by requiring all children to have 
received at least 2 polio vaccines

data from a bankrupt HMO with 
"notoriously faulty data systems"

Generation 1: July 2000 

added exclusions and protocol restrictions, reducing relative 
risks by over 75% but still showing significant associations.

Presented at Simpsonwood

Generation Zero: Dec 1999

true zero-exposure controls 
showing 11.35x autism risk.

Scientist “stunned” at the result
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Final Published Version (November 2003): Published in Pediatrics, this version concluded there 
were "no consistent significant associations between thimerosal-containing vaccines and 
neurodevelopmental outcomes."

Verstraeten T, Davis RL, DeStefano F, Lieu TA, Rhodes PH, Black SB, 
Shinefield H, Chen RT, Vaccine Safety Datalink Team. Safety of 
thimerosal-containing vaccines: a two-phased study of computerized 
health maintenance organization databases. Pediatrics. 2003 Nov 
1;112(5):1039-48.

I n d e p e n d e n t  M e d i c a l  A l l i a n c e

Childhood Vaccines: An up-to-date review on efficacy and risks PAGE 53



[Institute of Medicine. Adverse Effects of Vaccines: Evidence and Causality. Washington, DC: The National Academies Press; 2012.
[Lazarus R, et al. Electronic Support for Public Health–Vaccine Adverse Event Reporting System (ESP:VAERS). Agency for Healthcare Research and Quality; 2010. Grant ID: R18 HS 017045.

SYSTEMIC FAILURES IN VACCINE SAFETY 
OVERSIGHT
Dr. Stanley Plotkin—often called the “Godfather of Vaccines,” and Dr. Walter Orenstein, former 
Director of the CDC’s National Immunization Program, wrote that the public is no longer satisfied 
with the current safety paradigm. 

“post authorization studies are needed to fully characterize the safety profile of a new vaccine since pre-
licensure clinical trials have limited sample sizes, follow up durations, and population heterogeneity.” 

Furthermore, in 2012, the Institute of Medicine (IOM), at the request of the CDC, reviewed the 158 
most commonly  claimed adverse events following vaccination  Their findings were a shocking 
indictment of our vaccine safety program:
for 134 of the 158 conditions (85%), the IOM concluded that the evidence was “inadequate to accept 
or reject a causal relationship” because the necessary studies had never been done. 

The IOM committee stated that “the lack of adequate data...was of major concern to the committee.” 
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VAERS

•Finally, the primary post-marketing surveillance 
system, the Vaccine Adverse Event

•Reporting System (VAERS), is a passive system 
that is widely acknowledged to capture only 1-
10% of actual adverse events.

•  A pilot study by Harvard Pilgrim Health Care for 
the CDC found that an automated system 
captured an adverse event rate of 11.7%, or 1 in 
every 8 or 9 people. 

•The CDC never implemented this automated 
system.

•The clinical trials are not designed to detect rare 
but serious adverse events, the post-marketing 
surveillance is incomplete, and the most basic 
safety questions remain unanswered for many 
conditions. 

Lazarus R, et al. Electronic Support for Public Health–Vaccine Adverse Event 
Reporting
System (ESP:VAERS). Agency for Healthcare Research and Quality; 2010. Grant 
ID: R18 HS
017045. 
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Institutional Failure - No Evidence, No Oversight
INADEQUATE CLINICAL TRIALS
- Not a single routine childhood vaccine was licensed based on a trial with a true, inert 
placebo control
- MMR vaccine tested against another vaccine, not placebo
 Makes it difficult to identify long-term safety signals
INADEQUATE EVIDENCE
- Institute of Medicine (2013): 85% of vaccine-adverse event pairs had inadequate evidence
- Cochrane Collaboration: "Low certainty evidence" or "insufficient evidence“ for MMR serious 
harms
- Dr. Stanley Plotkin, NEJM (2024): 76% of vaccine-health relationships lack adequate evidence

ABANDONMENT OF LEGAL DUTY:
- 1986 Law: HHS must submit biennial reports to Congress on vaccine safety improvements
- Reports required since 1988: At least 17 should have been submitted
- Zero reports submitted: ZERO
- Result: 30+ years of illegal abandonment of statutory safety obligations
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, 

CHILDHOOD VACCINES: 
VAXXED/UNVAXXED STUDIES
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The American Academy 
of Pediatrics and Centers 
for Disease Control 
childhood vaccine 
schedule has never been 
tested in aggregate by 
government researchers

https://www.cdc.gov/vaccines/hcp/imz-schedules/downloads/child/0-18yrs-child-combined-schedule.pdf
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Vaccinated vs. Unvaccinated Study (Homeschoolers, 2017)

600 kids

Odds ratio of chronic diseases for vaccinated 
children vs. unvaccinated children 

Rhinitis
30

Allergy
3.9

ADHD
4.2

Autis
m
4.2

Eczema
2.9

Learning
Disability
5.2

Neurodev.
Disorder
3.7
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Three medical practices in the US, vaccinated children were compared to unvaccinated children for the 
incidence of severe allergies, autism, gastrointestinal disorders, asthma, ADHD, and chronic ear infections. 

Cases were stratified with non-cases based on year of birth and sex, and compared using a logistic 
regression model which also accounted for breastfeeding status and type of birth (vaginal versus cesarean 
section).

 Vaccinated children were significantly more likely than unvaccinated children to be diagnosed with 
severe allergies (OR = 4.31, 95% CI 1.67 - 11.1), autism (OR = 5.03, 95% CI 1.64 - 15.5), gastrointestinal disorders 
(OR = 13.8, 95% CI 5.85 - 32.5), asthma (OR = 17.6, 95% CI 6.94 - 44.4), ADHD (OR = 20.8, 95% CI 4.74 - 91.2), 
and chronic ear infections (OR = 27.8, 95% CI 9.56 - 80.8). 

Vaccinated children were less likely to be diagnosed with chickenpox (OR = 0.10, 95% CI 0.029 - 0.36).

Children who were "vaccinated and not breastfed" or "vaccinated and delivered via cesarean section" had 
the highest rates of adverse health outcomes. In this study, higher ORs were observed within the 
vaccinated versus unvaccinated….

Hooker and Miller 2021
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Real World Clinical Data



Hooker BS, Miller NZ. Analysis of health outcomes in vaccinated and 
unvaccinated children: Developmental delays, asthma, ear infections and 
gastrointestinal disorders. SAGE Open Medicine. 2020 
May;8:2050312120925344.
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CI: confidence interval.

Diagnosis Vaccinated
Cases/total

Unvaccinated
Cases/total

Odds ratio
(95% CI) p-value

Developmental delay 153/1407
(10.9%)

34/630
(5.4%)

2.18 (1.47–
3.24) 0.0001

Asthma 67/1412
(4.7%)

7/629
(1.1%)

4.49 (2.04–
9.88) 0.0002

Ear infection 324/1116
(29.0%)

104/533
(19.5%)

2.13 (1.63–
2.78) <0.0001

Gastrointestinal disorder 55/1382
(4.0%)

18/619
(2.9%)

1.47 (0.84–
2.57) 0.17

Head injury 93/1398
(6.7%)

31/627
(4.9%)

1.26 (0.82–
1.94) 0.29
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•Table 7. Quartile analysis, 
vaccinated versus unvaccinated 
(during the first year of life), 
stratified based on medical 
practice, year of birth and gender 
(child ⩾ 3 years of age).

Diagnosis
Quartile 1
1–5 vaccines 
(95% CI)

Quartile 2
6–10 vaccines
(95% CI)

Quartile 3
11–12 vaccines
(95% CI)

Quartile 4
13–21 vaccines
(95% CI)

Developmental delay 1.36 (0.53–
3.48) 2.54 (1.30–4.96) 3.22 (1.70–6.09) 2.42 (1.17–4.99)

Asthma 1.94 (0.59–
6.40) 6.48 (2.64–15.9) 3.66 (1.42–9.46) 4.62 (1.68–12.7)

Ear infection 1.43 (0.98–
2.07) 2.48 (1.72–3.60) 2.26 (1.53–3.33) 2.81 (1.80–4.40)

Gastrointestinal disorder 0.49 (0.19–
1.31) 1.61 (0.68–3.84) 3.77 (1.65–8.59) 4.03 (1.57–10.3)

Head injury 0.68 (0.32–
1.44) 1.56 (0.93–2.62) 1.12 (0.65–1.94) 1.37 (0.73–2.56)
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•Table 8. Temporal analysis, 
vaccinated versus unvaccinated 
(during 6, 12, 18 and 24 months of 
life), stratified based on medical 
practice, year of birth and gender 
(child ⩾ 3 years of age).
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Hooker BS, Miller NZ. Health effects in vaccinated versus unvaccinated 
children, with covariates for breastfeeding status and type of birth. 
Journal of Translational Science. 2021;7(6).
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HENRY FORD 
STUDY
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You Tube Feature Film

https://www.youtube.com/@AnInconvenientStudy



•Government has not funded
•Retrospective
•Clinical Practice based
•Confirmed with medical records

•All showed same conclusion:  
unvaccinated are healthier; 
•Vaccinated have more chronic disease
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MEDICAL ETHICS:

1. AUTONOMY: Patients/parents have right to make informed decisions

2. BENEFICENCE: Medical interventions must benefit the patient

3. NON-MALEFICENCE: "First, do no harm"

4. INFORMED CONSENT REQUIRES:
✓ Full disclosure of risks (manufacturer-documented adverse events,
institutional safety gaps)
✓ Full disclosure of benefits (variable based on patient circumstances)
✓ Assessment of alternatives (natural immunity, vitamin A optimization)
✓ Respect for patient/parent decision-making autonomy
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Thankyou For more medical education visit 
www.IMAhealth.org


