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Questions to 
Consider 

How Did Congress Shield 
Pharma? 

Why did it do so? 

What can we do to change this? 
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A Side bar 
about Autism 

How did this become such a sticky 
question? 

Defined by the DSM-IV and DSM-V 
Autistic Disorder: impairs 
Social interaction 
Communication 
Stereotyped patterns of 

behavior 
Onset before age 3 
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Vaccine doses 
tripled since 1980s 

In 1980s, autism incidence 2-4 in 10,000 
2009: 1 in 110   
2017:  1 in 45 (1 in 68) 
201 

Autism Prevalence 
1975-2009
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Encephalitis is inflammation of the brain that 
occurs when a virus directly infects the brain or 
when a virus or something else triggers 
inflammation… 

People may have a fever, headache, or seizures, 
and they may feel sleepy, numb, or confused… 

Encephalitis can occur in the following ways: 
 A virus directly infects the brain. 
 A virus that caused an infection in the past 

becomes reactivated and directly damages the 
brain. 

 A virus or vaccine triggers a reaction that 
makes the immune system attack brain tissue 
(an autoimmune reaction). 
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Is Autism like 
Vaccine-induced 
Encephalopathy? 

The National Vaccine Injury 
Compensation Program (VICP) 
recognizes “encephalopathy, 
seizures and sequela” as vaccine 
injuries. 
 
Characteristics include  
 
impaired social relations,  
 
non-responsiveness to external 
stimuli, and  
 
lack of normal eye gaze. 
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VICP has had 
evidence from 
the beginning 
that vaccines 
cause autism 

 Photo of Unanswered Questions cover 



Canary Party 
2013 video 
“Do Vaccines 
Cause 
Autism?” 

 https://www.youtube.com/watch?v=6S1-LgYyjQg 



1988-1989: 
Changepoint 
Year for 
Autism 
Incidence in 
US, Japan, 
Denmark 

  

1988: Hib conjugate 

1990: Mumps virus quadrupled in 
MMR 

1990: Additional DTaP dose at 
younger age 

1991: Three additional Hib doses 

1992: Three Hep B doses 

1996: Varicella (chickenpox) vaccine 

2002: Flu vaccine 

Timing of increased autistic disorder cumulative incidence  
Mc Donald & Paul, Environ. Sci. Tech., 2010 
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Childhood 
Vaccines 
 2017 CDC 
Recommended 
Schedule  

Birth to age 6 
 

   5 DTaP (15) 2 MMR (6)      2 Hep A      3 Hep B          
   4 Hib          7 Flu                4 Polio        4 Prevnar      
   3 Rotavirus 2 Varicella  
 

Ages 7 to 18 
 

   2 Menactra 1 Tdap (3)   12 Flu     2 HPV 

69 or more doses by age 18 
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A Cornerstone of Sound Public Health?  
  US Infant Mortality    

      

 

 Year U.S.A Infant Mortality 
Rank in the World 

1950 (before mass 
immunization) 

3rd 

1986 17th  
1995 23rd  
2000 31st  
2010 
2016 

46th   

        58th  (5.8/100,000) 
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How Did We 
Get Here? 

Two legal structures: 
 

  state laws to compel 
vaccination 
 
  a federal law relieving 

manufacturers and doctors of 
almost all liability in the event 
of injury 
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U.S. Law 
Upholds  
Vaccination 
Mandates 

1905 – Jacobson v. Massachusetts 
 

 

Cambridge’s vaccination mandate was 
upheld because the statute met these 
criteria: 

1. Necessity 
2. reasonable means 
3. Proportionality 
4. harm avoidance, and 
5. non-discrimination 
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Legal Basis for Vaccine Mandates in U.S. 

  1905 Jacobson v. MA 

• One vaccine 
• Vaccine mandate 

upheld 
• Smallpox epidemic 
• Widespread disease 
• Contagious and 

airborne 
• Medical exemptions 
• $5 fine for non-

compliance (@ $115 
today)  

Present Day 

• 69 doses of 16 vaccines 
• Mandates for school and 

work 
• Public emergency? 
• Sporadic contained 

outbreaks 
• Why mandates for STDs? 
• Universal, one size fits all 

policy 
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Two Trends since 1905 

Compulsory Medicine 
for School and Work: 
Increasing mandates for 
children  
 

Bodily Integrity/Autonomy and 
Informed Consent: 

 

 Doctors must obtain informed 
consent 

 Forced sterilization rejected 

 Access to contraception and 
abortion constitutional 

 Right to refuse unwanted medical 
treatment  “fundamental” 

 Criminal sodomy statute  
unconstitutional 

 

Two Trends since 1905 
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More 
Vaccination 
Mandates 

 States began mandating vaccines 
for school admission 
 Zucht v King  

 50 states required to offer medical 
exemptions 

 47 of 50 states offer religious 
exemptions 

 16 states offer philosophical 
exemptions 
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1986: 
National 
Childhood 
Vaccine 
Injury Act 

3 objectives: 
 
 stabilize the vaccine supply by giving 

liability protection to industry and 
healthcare workers   

 

 compensate the injured 

 

 make safer vaccines 
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For Industry, Medical 
Professions: 

 
No liability in VICP 
 
3 year time limit 
Capped damages 
No juries 
Very limited discovery 

 

 

 

For Families: 

 
 No proof of causation (table 

injuries) 
 Don’t pay legal fees 
 “swift, generous and 

certain” 
 Still have recourse to state 

and federal courts for fraud, 
negligence, malpractice, 
design defect claims 

The Vaccine Act Compromise 
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The Vaccine 
Act’s Pledge 

Do safety research to reduce 
vaccine injuries 

Update table injuries 

Resolve claims within a year 

Be non-adversarial 

Close calls go to petitioners – 
“more likely than not” 

Recognition that there might be 
overcompensation sometimes 
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The Vaccine 
Act’s Failed 
Pledge 

Little Safety Research 

Almost No New Injuries Added to Table 

Forum is exceptionally adversarial 

98% of claims are now “off-table,” 
requiring proof of causation 

67% of petitions lose 

 

$3.7 billion total outlays paid out or 
committed to over  5,400 families 

as of June 1, 2017   
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 599,972 events from 1990 to 

April 14, 2017 

 

Doctors are reluctant to report 
injuries 

 

Only 1% to 10% of events are 
recorded 

 

5.9 to 59 million potential 
vaccine reactions? 21 

Vaccine 
Adverse 

Event 
Reporting 

System 
(VAERS) 



“All Profits, 
No Liability” 

Bruesewitz v. Wyeth 
2011 Supreme Court decision 
 
No claims for vaccine defect 

may be filed in any court 
 
YOYO 
 
For 99% of claims, there will be 

no recourse to civil court. 
 

22 



Proof? 

No large-scale vax-unvax 
study undertaken; small vax-
unvax study defunded by 
IACC 

No review of VICP cases of 
compensated injury 

Studies of vaccine schedule 
given to primates thwarted 

No extradition of P. Thorsen 

No Congressional hearing 
for Dr. William Thompson, 
CDC  23 



Proof? 

 

 

 

 

 

New Studies: 

Gayle DeLong, Is Delitigation Associated with a 
Change in Product Safety? The Case of Vaccines,  Rev. 
Ind. Organ. (2017) 

 
 Pre-1986: 14 adverse events/100,000 
 vaccines administered based on 
 VAERS 
 Post-1986: 19.2 adverse 
 events/100,000 
 

1986: $85.6 M invested in 
biologics 

1989: $273.7 M; 3X 1986 
 

 

 

 

 

 

 



Liability for 
“Emergency 
Vaccines,”  
The PREP 
Act  
 

 

 2005 Public Readiness and Emergency Preparedness 
Act 

 Based on an HHS Declaration of Emergency Use 
Authorization 

 H1N1, Zika, Ebola vaccines 

 Law Widely recognized as unconstitutional 

 No court review at all except in impossible 
circumstances 

 No in-person hearings; all on paper 

 HHS is the only decision maker 

 No published decisions from the Countermeasures 
Injury Compensation Program 



Evidence? 

 Nora F. Engstrom, A Dose of Reality for Specialized 
Courts: Lessons from the VICP, 

 163 University of Pennsylvania Law Review 1631 (2015). Stanford 
Law Professor 

 

 VICP on average takes 2.5 times 
LONGER than the traditional tort 
system – 66 months vs. 25.6 months in 
court 

 2% of cases rest on presumptive Table 
Injuries. 

 VICP paints a “gloomy portrait.” 

 The 30-year experiment should “shake 
public confidence in this new 
alternative mechanism – and inform 
future analysis.” 



National Institutes of Health (NIH) on precision 
medicine: 
 
"an emerging approach for disease treatment 
and prevention that takes into account 
individual variability in genes, environment, 
and lifestyle for each person." 

Precision medicine: the future 
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2005 
Universal 
Declaration 
on  
Bioethics 
and Human 
Rights 

 The sole interest of science or society 
does not trump individual rights 

 Individuals must give prior, free and 
informed consent to any preventive, 
diagnostic, and therapeutic medical 
intervention 

 The Declaration was adopted by all 
193 member countries, including the 
United States 

Many developed countries – Japan, 
UK, Norway, Sweden, Spain, Canada – 
have the human right to say no to 
childhood vaccines.  Most have better 
health. 
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Vermont 
Informed 
Consent Law 

Vermont’s Informed Consent Law 
(18 V.S.A. § 9701) 
(17) “Informed consent” means 
the consent given voluntarily by an 
individual with capacity, on his or her 
own behalf or on behalf of another in 
the role of an agent, guardian, or 
surrogate, after being fully informed of 
the nature, benefits, risks, and 
consequences of the proposed health 
care, alternative health care, and no 
health care. 

Covers all health care decisions. 
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What Can We 
Do? 

Be Visible 
Embrace Small Steps (state 

review of VAERS reports) 
Support advocacy efforts, 

including legislative & legal 
Keep Working on State Level 
Keep Working on Federal Level 
Form Coalitions; Work Together 
Seek connections in other 

countries 
 



Assembly 
Against  
SB 277 in  
California 



 

June 11, 2017: Vaccination free-choice protest (Rome) 28 



Protests against HPV vaccination (Colombia) 29 



 
 
 
 
 
Thank you! 
mary.holland
@nyu.edu   

 
First they ignore 
you,  
then they laugh at 
you,  
then they fight you,  
then you win. 
    --Mahatma Gandhi 
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