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Vaccine recommendations

Safety monitoring and VICP

False allegations and myths

Maintaining access to vaccines




Recommended Immunization Schedulefor Persons Aged 0 Through 6 Years—united States « 2009
For those who fall behind or start late, see the catch-up schedule
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Diphtheria, Tetanus, Pertussis® footmoted ages

Haemophilus influenzae type b°* i i ib’ H?b -
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Influenza® . Influenza (Ygarly)

Measles, Mumps, Rubella’ MMR see footnote ] MMR
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HepA Series

Varicella® Varicella

Hepatitis A° _HepA (2 doses)

Meningococcal™

This schedule indicates the recommended ages for routine administration
of currently licensed vaccines, as of December 1, 2008, for children aged
0 through 6 years. Any dose not administered at the recommended age
should be administered at a subsequent visit, when indicated and feasible.
Licensed combination vaccines may be used whenever any component
of the combination is indicated and other components are not contraindicated
and if approved by the Food and Drug Administration for that dose of

the series. Providers should consult the relevant Advisory Commitiee on
Immunization Practices statement for detailed recommendations, including
high-risk conditions: http:/fwww.cdc.govivaccines/pubs/acip-list.htm.
Clinically significant adverse events that follow immunization should
be reported to the Vaccine Adverse Event Reporting System (VAERS).
Guidance about how to obtain and complete a VAERS form is
available at http://www.vaers.hhs.gov or by telephone, 800-822-7967.

Recommended Immunization Schedule for Persons Aged 7 Through 18 Years—United States + 2009
For those who fall behind or start late, see the schedule below and the catch-up schedule
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Membership
— Voting

15 experts from academia, public health, and the co  mmunity
Rules for conflicts of interest

— Liaison

20 representatives of stakeholder organizations (e.  g., medical
societies, industry, Canada, Mexico)

— Ex officio

8 representatives of other government agencies (e.g ., FDA, NIH, CMS,
Indian Health Service, Veterans Administration)

Support
— EXxecutive Secretary
— Working groups (e.g., influenza working group)




Disease characteristics
— Burden

— Transmission

— High risk groups

Vaccine characteristics

— Licensed indications

— Effectiveness: general and high risk
— Safety profile

Cost effectiveness of vaccine strategy




1988

2009

Diphtheria

Tetanus
Pertussis

Polio (OPV)
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Mumps
Rubella
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Hepatitis B
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Pneumococcal disease
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Influenza

Hepatitis A

Rotavirus

Human papilloma virus
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Saves lives and prevents suffering
— 33,000 lives per birth cohort
— Over 14 million cases of VPD

Saves dollars to medicine and society
—$10 billion in direct medical costs
— $43 billion in societal benefits

Is a best friend of parents and children
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Higher standard of safety expected of vaccines
— "First do no harm"

— Vaccinees are healthy — primary prevention

— Vaccines universally recommended or required

Low risk tolerance search for rare reactions
— vaccine < 1/100,000 vs. drug: 1/1 - 1/1000
— Studies of rare events:

More costly and difficult

Less likely to be definitive
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Vaccines are active biological products
—Some are live and replicate in the body
— All elicit an Immune system response

Some vaccines contain excipients
— Adjuvants like alum
— Preservatives

Human biology is complex and largely
uncharted




Source: http://www.cdc.gov/vaccines/pubs/pinkbook




Mechanism

Purpose

Vaccine Adverse Event
Reporting System

Signal detection

Vaccine Safety Datalink

Causality and
Population studies

Clinical Immunization
Safety Assessment

Centers

Clinical patient studies
on adverse events

|OM reviews

Plausibility, causality,
and policy review
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VAERS* VSD*

vaccine vaccine
+ - + -

Adverse T ? Adverse T

Event _ . 7 Event

*VAERS = Vaccine Adverse Event Reporting System
VSD = Vaccine Safety Datalink

Adapted from Chen, Orenstein, others
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Vast majority are mild: local reactions
and fever

Serious adverse events are rare

In general, no way of knowing prior to
vaccination who will have a serious
reaction from the vaccine




Source: MMR Vaccine Information Statement: http://www.cdc.gov/vaccines/pubs/vis/




Age 12-23 months
6241 total fever visits after 302,670 MMR+V, 147,762 MMR, 46,390 MMRYV, 38,251 VZV

— MMR
— MMR+V
MMRV
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MMRV B MMR+V

Fever % / Sz Rate

Fever >101F Febrile Sz per 10,000
Shinefield et al, PIDJ 2005; CDC unpublished data 2 008
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Studies on vaccine impact and safety
are ongoing and can lead to new or
changed vaccine recommendations

Examples of safety -related updates
—OPV IPV

—DTP DTaP

— First rotavirus vaccine “un-recommended ”
— Combination vaccine preference relaxed
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No fault through US Court of Federal
Claims

Covered by excise tax of $0.75 per
disease prevented per dose

Table of injuries and time intervals
which ensure compensation
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Persons with injuries not on the table
must prove causation

Persons who accept awards through
program cannot sue either the

manufacturer or provider

If decision of Court rejected, can go to
Tort system

Law does not prohibit family members
suing on their own behalf for injuries to
another family member
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In Tort system, manufacturer protected
against allegations of

— Fallure to warn
— Vaccine misdesign

Manufacturer should be protected if

vaccine is properly prepared and

accompanied by proper warnings and
directions

Vaccine Information Statements (VIS)

— must be given before each dose
(www.cdc.gov/nip/publications/VIS)
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Maintains the National Vaccine Injury
Compensation Program (NVICP)

—NVICP covers vaccines routinely
recommended for children

Vaccine Injury Table revisions

Responds to plaintiff's proof of
causation submission




Monitors the Vaccine Injury
Compensation Program

Advises on changes to the Vaccine
Injury Table

Recommendations for improving
the safe use of vaccines

Reviews and comments on Vaccine
Information Statements




Source: HRSA VICP web site: http://www.hrsa.gov/Vaccinecompensation/table.htm
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Allegation made In late 1990s
— MMR causes autism
— Mercury preservative causes autism

MMR allegation based on fraudulent study by
Andrew Wakefield published by the Lancet

Mercury allegation based on coincident
Increase In reported autism cases and
mercury preservative in vaccines
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Solid epidemiological studies have
shown both allegations to be false

It IS not at all clear that the incidence of
autism Is increasing

— Autism diagnosis has expanded
— Linkage of services to autism diagnosis
— Earlier screening for intervention benefit
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(0.68 — 1.24)
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(0.65 — 1.07)




Incidence of Autism by Age and Calendar Year

* 1992 — thimerosal removed from vaccines

From Madsen KM et al. Pediatrics 2003; 112:604-606







http://www.uscfc.uscourts.gov/node/5026



















CDC MMWR 2009: 58(3):58-60




Nature 2008; 455:594-595 (2 October 2008)

Science 2008; 322:1635







Requires broad support
— Parents

— Medical community

— Policy makers

Requires an iImmunization system
— From financing to coverage monitoring
— Supports doctors and nurses Iin their work
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Not At Very
All Important Important

Preliminary HealthStyles survey analyses 2003 and 2  008; n=649 and 608
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Strongly Strongly
Disagree Agree

Preliminary HealthStyles survey analyses 2003 and 2  008; n=649 and 608




(7))
+—
c
)
©
C
o
o
(7))
)
e
Y
o
]
C
&)
o
| -
)
o

Preliminary HealthStyles survey analyses 2003 and 2  008; n=649 and 608




o Setting expectations
— Non-causal adverse events happen

— Essential for mass campaigns — HIN1 / GBS

« Communication with the public

— Importance of immunizations to health
— Safety and effectiveness of vaccines

— Stimulus funding for this effort
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e Immunization schedule is a carefully crafted,
evidence based prescription that improves
children’s health

The schedule is updated as new information is
developed to assure that vaccine
recommendations are effective and safe

Key guestion: do the benefits of vaccination
outweigh the risks?
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e Policy and communications have to follow the
science

A very large post-licensure vaccine safety
monitoring system is the cornerstone of assuring
the safety of U.S. vaccines

The Vaccine Injury Compensation Program is a
no-fault, science-based program to compensate
families of a child injured by a vaccination
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 Parents should have access to accurate
Information about vaccines to make informed
decisions about vaccinating their children

Doctors and nurses are parents’ most trusted
Information source on vaccines

e The iImmunization system needs to support
clinicians’ efforts with resources and information
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e Vaccination Is the safest way to
protect children from vaccine
preventable diseases




