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Topics to be discussed

 Clarify differences between FDA licensure of and 
ACIP recommendations for vaccines

 Discuss major components of and participant 
groups in the US vaccine system 

 Highlight lessons learned from making vaccine 
recommendations

 Stress the importance of herd protection 
(community immunity)

 Review recent vaccine recommendations



 1994 schedule from Red Book paper





Objective One

• Clarify differences between FDA 
licensure of and ACIP 
recommendations for vaccines





FDA Licensure of Vaccines

• FDA is a regulatory agency, ACIP has no regulatory 
authority

• FDA licenses vaccines based only on results of clinical 
studies and other data submitted to FDA by vaccine 
manufacturers in a Biologic License Application (BLA)

• ACIP considers additional data and therefore 
recommendations may differ from FDA licensure.

• Manufactures can only market vaccines based upon 
information in the package insert for that vaccine

Vaccine 2017;37:5027-5036



Additional FDA Accelerated Approval 
Requirements

 Sponsor must study the vaccine post 
licensure to verify and describe its clinical 
benefit

 Post marketing studies must be adequate 
and well controlled and conducted with due 
diligence

 Design and milestones of these studies are 
submitted to and reviewed by the FDA with 
the original BLA

 Accelerated approval may be withdrawn if 
these studies do not verify clinical benefit or 
are not conducted with due diligence

e



Key Elements for Developing
Evidence Based Recommendations by ACIP

 Vaccine safety

 Vaccine efficacy/effectiveness

 Burden of disease

 Implementation issues

 Economic analysis data are presented (evidence not graded, but 
these data are considered during policy development)

 Evidence tables are used to summarize benefits, harms, 
strengths, and limitations of studies

Modified slide courtesy of Larry Pickering, NFID 11/2017 11
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Current ACIP Recommendation Categories

 Category A  recommendations are made for all people 
in an age- or risk-factor-based group.

• Most vaccines in the schedules are Category A  
• Ensures funding

 Category B  recommendations are made for individual 
clinical decision making.
• Ensures funding

Note:  ACIP is moving toward an evidence to decision 
(recommendations) framework and will not use above 
categories in the future



CDC Approval Process Following an ACIP  
Vaccine Recommendation

Published in MMWR
Recommendations & 

Reports within 6-8 
months of an ACIP 

vote

Published in MMWR
Weekly as a Policy 

Note within 2 months 
of an ACIP vote

If approved by CDC Director, adopted 
by agency:

Recommendation becomes official CDC/HHS policy
upon publication in MMWR



Differences Between FDA and ACIP 
Vaccine Considerations

Categories Differences

• High risk groups*
• Age
• Administration schedules

*Immunocompromised and  pregnant women
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Examples of Differences Between 
FDA Licensure of and ACIP Recommendations

for Vaccines

Vaccine FDA ACIP

Tdap during pregnancy Not licensed Recommended

Rabies post exposure 
prophylaxis Five doses Four doses

Flu Mist Licensed 2 through 49
years of age

Not recommended for 
2017-2018 season
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Examples of Differences Between 
FDA Licensure of and ACIP Recommendations

for Vaccines

Vaccine FDA ACIP

Herpes zoster vaccine Adults 50 years of age 
and older

Adults 60 years of age and 
older

Typhoid vaccine Two years of age and 
older

Six months of age and 
older

Influenza vaccine during 
pregnancy Not licensed Recommended 

24Pickering LK, et al. Vaccine 2017 35:5027-5036   doi: 10.1016/j.vaccine.2017.07.023



Objective Two

• Discuss major components 
of and participant groups in 
the US vaccine system 



Programs that Rely on ACIP Recommendations

 Vaccine Injury Compensation Program (VICP)
 Vaccines for Children (VFC )(public health   

insurance)
 Private health insurance
 Vaccine adverse event reporting system (VAERS)
 State health departments
 State school-entry immunization laws 
 ACIP sets the standards for establishing state 

immunization mandates
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Vaccine Injury Compensation Program
• The VICP is a no-fault alternative to the 

traditional legal system for resolving 
vaccine injury petitions. 

• The National Childhood Vaccine Injury Act of 
1986 created the VICP, after a series of 
lawsuits threatened to cause vaccine shortages 
and reduce U.S. vaccination rates. 

• The VICP covers both recipients and contacts. 



Vaccines for Children Program

• VFC helps provide vaccines to children whose parents or 
guardians may not be able to afford them. Vaccines available 
through VFC are those approved by ACIP 

• CDC buys vaccines at a discount and distributes them to 
grantees—i.e., state health departments which in turn 
distribute them at no charge. A child is eligible for the VFC 
Program if he or she is <19 years of age and is:
– Medicaid-eligible
– Uninsured or underinsured
– American Indian or Alaska Native



Objective Three

 Lessons Learned 
Following Vaccine 
Recommendations
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Lessons Learned from Vaccine 
Recommendations

 Unanticipated positive effects (herd effect or 
community protection)

 Consequences of vaccine recommendations 
when they are changed to minimize adverse 
events

 Different vaccines to prevent infection from 
the same organism may cause confusion

 Public perception of a vaccine or the disease 
prevented can hinder vaccine uptake

Reed et al. Am J Preven Med  1015;49:s406-s411.
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Lesson one:  Unanticipated positive 
effects of a vaccine both in the 
population for which the vaccine was 
recommended and in the community
Pneumococcal Vaccine Use in 
Children
Rotavirus vaccine use in infants 
prevents       seizures and 
hospitalizations
HPV vaccine in females protects 33



Age-Specific Incidence of Invasive 
Pneumococcal Disease, US, 1998

Highest Risk Age Groups



Summary Impact of PCV7 and 
PCV13 Introduction, 1998-

2012

36
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Impact of 7-valent Pneumococcal Conjugate Vaccine on Rate 
of Invasive Pneumococcal Disease, United States

Pilishvili T et al. J Infect Dis 2010;201:32

Less than 5 years Over 65 years
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Human Papillomavirus (HPV)



Lesson:  Unanticipated positive 
effects of a vaccine both in the 
population for which the vaccine was 
recommended and in the community

HPV vaccine use in females protects 
males

41





Objective Four

Stress the importance of herd 
protection (community immunity)





• Herd “immunity” initially discussed around 1923

• Term not used widely until recent decades, stimulated 
by increasing use of vaccines, discussion of disease 
eradication and analyses of costs and benefits

• Herd immunity  vs herd protection: herd immunity is not 
the same as biologic (immunologic) immunity

• Common theme of the term:   Risk of infection among 
susceptible people in a population is reduced by the 
presence and proximity of immune people

Clin Infect Dis 2011;52: 911-916

History and Definition





Basic reproductive number

• The number of cases one case 
generates on average over the course 
of its infection period in an otherwise 
uninfected period.



Approximate Basic Reproduction Numbers (in Developed 
Countries) and implied crude herd immunity thresholds (H, 

Calculated as (1-1/R0) for common vaccine-preventable diseases

Infection Basic Reproduction 
Number (R0)

Crude Herd Immunity 
Threshold, H (%)

Diphtheria 6-7 85
Influenza 1.4-4 30-75
Measles 12-18 92-94
Mumps 4-7 75-86
Pertussis 12-17 92-94
Polio 2-15 50-93
Rubella 6-7 83-85
Smallpox 5-7 80-85
Tetanus Not applicable Not applicable
Tuberculosis ? ?
Varicella 8-10 ?
Plotkin, Orenstein and Offitt, Vaccines, 5th edition, page 1577



Vaccine Preventable Diseases 
in the News







Infectious Diseases in the News

 Mumps continues to spread in Delaware
 Hepatitis A in AR, TN, KY
 New York’s largest measles outbreak 
 Pertussis outbreak in Alabama
 Hepatitis A in frozen strawberries
 Measles in a KC elementary school
 Mumps at Univ. Cincinnati
 Norovirus outbreak in NC







Objective Five
 Review recent vaccine   

recommendations made or to be 
considered by ACIP







June 20-21, 2018 ACIP Meeting

• Votes: influenza and anthrax 
• Discussion:
• HPV vaccine 
• Mumps vaccine
• Zoster vaccine
• Japanese encephalitis vaccine
• Pneumococcal vaccines



Objective

Highlights of the ACIP Website

https://www.cdc.gov/vaccines/acip/index.html
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ACIP Vaccine Recommendations

• On the ACIP web site recommendations are 
provided by organism and by year published 
in MMWR

• www.cdc.gov/vaccines/acip/index.html then 
go to vaccine recommendations

http://www.cdc.gov/vaccines/acip/index.html
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Conclusions  I
• ACIP is the center of vaccine policy in the U.S. 
• Recommendations have the force of law, mandate that 

the vaccines are provided at no cost to any child, set 
the medical/clinical standard of care in the U.S., and fit 
into a larger governmental advisory committee 
structure

• FDA states what vaccines can be used, but the ACIP 
recommends how, when, and why to use them

• CDC scientists and ACIP work groups have critical 
roles in summarizing scientific evidence to help ACIP 
in its deliberations
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Conclusions  II
• Routine immunizations provide a tremendous 

benefit to infants, children, adolescents, adults 
and society

• Immunization is a shared public / private 
responsibility

• During visits, vaccines and other evidence-
based preventive services should be provided

• Continue monitoring adolescent vaccination 
coverage among different groups to assess 
coverage by race/ethnicity and other 
sociodemographic factors to identify barriers

• Every day, 11,000 births occur in the U.S.



77

The End
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