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HomeopathyHomeopathy
• Conceived by a German physician in the 

late 1700s
• Originally involved the “law of similars“

- symptoms of disease can be cured by 
extremely small amounts of 
substances that produce similar 
symptoms in healthy people when 
administered in large amounts

• Products are extremely diluted and 
generally contain no active ingredient
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extremely small amounts of 
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symptoms in healthy people when 
administered in large amounts
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generally contain no active ingredient

www.quackwatch.org/01QuackeryRelatedTopics/homeo.html
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shown to cause autism, SIDS, 
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Importance of Vaccine SafetyImportance of Vaccine Safety
• Decreases in disease risks and 

increased attention on vaccine 
risks

• Public confidence in vaccine 
safety is critical
- higher standard of safety is 

expected of vaccines
- vaccinees generally healthy 

(vs. ill for drugs)
- lower risk tolerance = need to search 

for rare reactions
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• Ongoing safety monitoring 

needed for the development of 
sound policies and 
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What is “Safe”?What is “Safe”?
• SAFE = No Harm from the 

vaccine?  
- no vaccine is 100% safe

• SAFE = No Harm from the 
disease? 
- no vaccine is 100% effective

• Remind parents that to do nothing 
is to take a risk
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Prelicensure Human StudiesPrelicensure Human Studies
• Phases I, II, III trials
• Phase III trials usually include a 

control group who receive a placebo
• Common reactions are identified
• Most Phase III trials include 2,000 to 

5,000 participants
• Largest recent Phase III trial was 

REST – more than 68,000 children
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The largest vaccine trial in history was the Francis 
Field Trial of inactivated polio vaccine (1954-1955) 
involving 1.8 million children
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Postlicensure SurveillancePostlicensure Surveillance
• Identify rare reactions
• Monitor increases in known 

reactions
• Identify risk factors for reactions
• Identify vaccine lots with 

increased rates of reactions
• Identify “signals” – reports of 

adverse events more numerous 
than would be expected
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• Jointly administered by CDC and FDA
• National reporting system
• Passive - depends on healthcare 

providers and others to report
• Anyone can report
• Receives ~30,000 reports per year

– 10%-15% classified as serious (resulting 
in permanent disability, hospitalization, 
life-threatening illnesses or death) 
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http://vaers.hhs.gov/http://vaers.hhs.gov/
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- patient risk factors 

• VAERS cannot establish causality
- additional studies required to 

confirm VAERS signals and 
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• Healthcare providers are required 
by law to report to VAERS
–any conditions on the 

Reportable Events Table
–vaccine adverse events that are 

listed in the manufacturer's 
package insert
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• What else should be reported?
–any clinically significant or 

unexpected event following 
vaccination

–even if uncertain that the vaccine 
caused the event

–for any vaccine
• How to report

–paper (mail), fax, online

• What else should be reported?
–any clinically significant or 

unexpected event following 
vaccination

–even if uncertain that the vaccine 
caused the event

–for any vaccine
• How to report

–paper (mail), fax, online

Vaccine Adverse Event Reporting 
System (VAERS) 

Vaccine Adverse Event Reporting 
System (VAERS) 



21

“After this therefore because of this”

Temporal association does not 
prove causation

Just because one event follows 
another does not mean that the first 

caused the second
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Post hoc ergo propter hoc
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Vaccine Safety Datalink (VSD)Vaccine Safety Datalink (VSD)
• Large linked database
• Links vaccination and health records
• Population under “active surveillance”

- 9 HMOs
- >2.5% (8 million) of U.S. population

• Can generate rates and relative risk 
because of the availability of 
unvaccinated population
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ASD No ASD
Vaccine 345 440,310 

No vaccine 77 96,571

Risk in “vaccine” group =  7.83/10,000
Risk in “no vaccine” group =  7.96/10,000

Relative Risk = 0.98
Madsen et al. N Eng J Med 2002;347:1477-82

Does Vaccination Increase the Risk of 
Autism Spectrum Disorder (ASD)?

VSD Data

Does Vaccination Increase the Risk of 
Autism Spectrum Disorder (ASD)?

VSD Data
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Clinical Immunization Safety 
Assessment (CISA) Project 

Clinical Immunization Safety 
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• Improve understanding of vaccine 
safety issues at individual level

• Evaluate individuals who 
experience adverse health events

• Gain better understanding of 
events

• Develop protocols for health care 
providers
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Exemptions to Vaccination at Kindergarten 
Entry,  2012-2013 School Year

MMWR 2013;62(No. 30): 607-12

U.S. Median MO

Medical 0.3% 0.3%

Non-medical 1.5% 1.5%

Total 1.8%
(+0.1%)

1.8%
(-0.6%)
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Missouri Revised Statutes, 
Chapter 167,  Section 167.181
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• 2. It is unlawful for any student to attend school 
unless he has been immunized as required under 
the rules and regulations of the department of 
health and senior services… It is unlawful for any 
parent or guardian to refuse or neglect to have his 
child immunized as required by this section, unless 
the child is properly exempted. 

• 3. This section shall not apply to any child if one 
parent or guardian objects in writing to his school 
administrator against the immunization of the child, 
because of religious beliefs or medical 
contraindications. In cases where any such 
objection is for reasons of medical 
contraindications, a statement from a duly licensed 
physician must also be provided to the school 
administrator. 
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August 28, 2013 
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Children With Personal Belief 
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• 9-fold higher risk of varicella 
(Colorado, 1998-2008)

• 23-fold higher risk of pertussis 
(Colorado, 1996-2007)

• Introduce vaccine-preventable 
diseases (particularly measles) 
into school settings

• Expose children with medical 
exemptions to infection
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Personal Belief ExemptionsPersonal Belief Exemptions
• Permitting personal belief exemptions 

and easily granting exemptions are 
associated with higher and increasing 
nonmedical U.S. exemption rates

• State policies granting personal belief 
exemptions and states that easily 
grant exemptions are associated with 
increased pertussis incidence
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• State policies granting personal belief 
exemptions and states that easily 
grant exemptions are associated with 
increased pertussis incidence

JAMA. 2006;296:1757-1763
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Autism and VaccinesAutism and Vaccines
• Multiple population-based studies 

have examined the rate of autism 
among vaccinated and 
unvaccinated children

• Available evidence does not 
indicate that autism is more 
common among children who 
receive MMR or thimerosal-
containing vaccines than among 
children who do not receive 
vaccines
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have examined the rate of autism 
among vaccinated and 
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• Available evidence does not 
indicate that autism is more 
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receive MMR or thimerosal-
containing vaccines than among 
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“... given what the scientific 
literature tells us today, there is no 
evidence that thimerosal or the 
MMR vaccine cause autism. 
Evidence does not support the 
theory that vaccines are causing an 
autism epidemic.“

- Dr. Geri Dawson, July 30, 2009



IAC publication 
number p4017
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Reducing Personal Belief 
Exemptions

Reducing Personal Belief 
Exemptions

• Engage the parent and answer their 
questions if possible

• Be sure the parent understands that 
unvaccinated students will be excluded 
from school in the event of an outbreak

• Provide the parent with information
- MO DHHS Parent/Guardian Exemption 

fact sheet
- IAC “What If” fact sheet

• Suggest reliable websites for further 
information (some are listed on IAC “What 
If” fact sheet)
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Providers Can Change MindsProviders Can Change Minds

• 28% of parents doubtful about benefits 
and safety of certain vaccines

• Doubtful parents delayed or refused 
their child's vaccination 

• Most parents who changed their minds 
about delaying or refusing vaccination 
cited information from their physician 
as the main reason for the change
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cited information from their physician 
as the main reason for the change

J. of Pediatrics, Oct 2008
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Benefit and Risk CommunicationBenefit and Risk Communication
• Opportunities for questions 

should be provided before each 
vaccination

• Vaccine Information Statements 
(VISs)
- must be provided before each dose 

of vaccine
- public and private providers
- available in multiple languages
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• Reduce the stress of shots
• Document parents’ questions and 

concerns
• Follow up
• Don’t give up
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www.chop.edu/service/vaccine-education-center/home.html
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Thank YouThank You
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ResourcesResources
• CDC Vaccines and Immunization 

Website 
-www.cdc.gov/vaccines/

• Immunization Action Coalition
-www.immunize.org

• Vaccine Education Center at the 
Children’s Hospital of 
Philadelphia
- www.chop.edu/service/vaccine-education-

center/home.html
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