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Vaccine Safety, Compliance
and Efficient/Effective
Office Routines

Educational Objectives

After attending this program participants will improve
their professional competence, performance, and/or
patient outcomes by being able to:

1. Describe the newest recommendations for
vaccination.

2. Utilize knowledge on how to address immunization
apprehension and refute common myths.

3. Integrate and streamline vaccine administration in a
primary care clinical practice setting.

M

Immunization Schedule for Persons Aged
0Through 6 Years - 2011
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Immunization Schedule for Persons Aged
7Through 18 Years - 2011

Before we get started

“* Comment cards
(90 day follow-up survey)

“* Please hold questions until end
of program

Schedule for Persons Aged 7 Through 18 Years—United States * 2011
For those who fall behind or start late, see the schedule below and the catch-up schedule
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Immunization Schedule for Persons
AgedigYears and Older

Recommended Adult Immunization Schedule
UNITED STATES - 2011
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| Staying Current

* www.cdc.gov/vaccines
— Automatic notification of new information
— Can download Adult &/or Childhood Scheduler
— Can download Shots by STFM
e www.immunizationed.org
— Home site for Shots by STFM
* www.immunize.org
— Site for Immunization Action Coalition
www.cdc.gov/vaccines/recs/acip/default.htm
~ ACIP web site -

Vaccine Rules

> ALL DOSES COUNT FOR ALL TIME!

— One exception: rabies (well maybe two:
typhoid)
> 4 day grace period
> No limit to number of shots
> Acetaminophen pre-dose may lower
antibody response but not below
protective levels

New 2011 Meningococcal Vaccine
Recommendations

> Importance of protective antibody levels.

> Afterinitial dose at age 11-12 years, booster
dose at age 16 years.

> Adolescents given dose 1 at ages 13-15 years,
booster dose at ages 16 through 18 years.

> One dose to unvaccinatedfirst year college
studentsliving in college dormitories.

> A 2-dose primary series given 2 months apart to
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2011 Hepatitis B Recommendations

> Spacing between doses: o, 1, and 6 months.

> Thefinal (third or fourth) dose given no sooner
thanage 24 weeks.

> Hemodialysis: use higher dose hepatitis B
vaccines.

> Immuneresponse to hepatitis B infection.

2011 Pneumococcal Vaccine
Recommendations

> Series started with PCV7 should be completed
with PCVa3.

> Children 14-59 months old given an age-
appropriate series of PCV7 get 1 supplemental
dose of PCV13, given at least 8 weeks after the
last dose of PCV7.

> Supplemental PCV13 dose is For high risk
persons age 22 years, give PPSV23 at least 8
weeks after last PCV13

il 2011 InfluenzaVaccine
‘ Recommendations

> EVERYONE over age 6 months

> Children 6 months through 8 years old: 2 doses
(0.25ml < 36 mos; 0.5 ml =36 mos) at least 4
weeks apart:

— if receiving influenza vaccine for the first time

— who received no doses of monovalent 2009
H1Nz1 vaccine or trivalent 2010-2011 vaccine

— orin whom prior vaccination is unknown

,,_4—«-—‘—"’/{7




@ Outcomes Management Educational Workshops, Inc.

OMEW

2011 Tdap Recommendations

Give a single dose of Tdap to children 7-10 years old who
are not fully immunized against pertussis, including those
never vaccinated or with unknown pertussis vaccination
status.

Ifincompletely vaccinated complete required
immunization with Td vaccine according to the catch-up
schedule.

> Adolescents11-18years old previously unvaccinated with
Tdap, receive a Tdap vaccine, followed by a Td booster
doseevery 10 years thereafter.

No specified interval between Td and Tdap vaccines.
—

Prevalence of
Vaccine Refusal

How common is vaccine refusal?

> Survey of 2521 parents with children <18
yearsold

> January, 2009
> Responserate: 62%
> Outcomemeasures:

— Parentalview on vaccine safety
— Vaccine refusal

All rights reserved. Any use of this material without the expressed
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Results

> 11.5% of parents had refused at least one
recommended vaccine

> Of those who'd refused at least one:
— 56% HPV
—32% Varicella
—32% Meningococcal Conjugate
—18% MMR

2011 Report

v

748 parents

v

13% preferred an alternative vaccine schedule

v

53% refused certain vaccines

v

55% delayed some vaccines

> 2% refused all vaccines

Dempsew‘et_a‘rmg 2011;128

Parental views on vaccine safety

Statistics

Vaccines offer good protection 90%

In general | follow my doctor’s vaccine advice ~ 88%

I'm concerned about adverse effects 54%

Parentsshould have right to refuse any 31%

vaccine

Some vaccinations cause autism 25%
' My kids don’t need to be vaccinated for 11%

rare diseases

_—Freedetal.-Pediatrics. 2010.
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i Nearly half of Americans still
N suspect vaccine-autism link

> 16% knew of at least one family whose children had not
received all recommended vaccines due to autism concerns.

> 48% — think vaccines cause autism, a new Harris
Interactive/HealthDay poll.

> 18% state vaccines, like the measles-mumps-rubella (MMR)
vaccine, can cause the disorder, and another 30% aren't
sure.

> Parents with lingering doubts about vaccines less likely to

say that their children were fully vaccinated (86 percent),

compared to 98% of parents who believe in the safety of

vaccines. Still, percentage of fully vaccinated children

remains high, at 92%.

Amanda Gardner HealthDay, USAToday 1/23/2011; Pictu:ebyMsﬁUﬁmGethknaggf

Prelicensure Human Studies

> Phasel: safety and tolerability
> Phasell: dose, immunogenicity, side effects
> Phaselll: efficacy

> Vaccines tested in thousands before being
licensed and allowed on the market

> Largestphase Il trial was more than 68,000
children (rotavirus)

> FDA: approves for use

» ACIP:recommends how to use

Vaccine Safety

Post-licensure Vaccine Safety

> PhaselV trials
— Done after vaccine is licensed
— ~10,000 participants
— Better but still limited

> Largelinked databases

> Clinical evaluation network

Importance of Vaccine Safety

» Decreasein disease risks has focused
increased attention on vaccine risks and side
effects

> Public confidence in vaccine safety is critical

— Vaccinees are generally healthy
vs. ill for therapeutic drugs

— Public has lower risk/side effect tolerance

All rights reserved. Any use of this material without the expressed
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Post-licensure Surveillance

v

Identify rare reactions

Monitorincreases in known reactions

v

v

Identify risk factors for reactions

v

Identify vaccine lots with unusualrates or
types of events

> |dentify “signals”- reports of adverse
events more numerous than would be
expected
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Vaccine Adverse Event Reporting
System (VAERS)

> National reporting system
> Jointly administered by CDC and FDA

> Passive (depends on healthcare providers and
othersto report)

> Anyone can submit a report

> Receives ~15,000 reports per year from all
sources

e

Vaccine Adverse Event Reporting
System (VAERS)

> Detects
— new orrare events
— increasesin rates of known side effects
— patientrisk factors

> Additional studies required to confirm VAERS
signals

> Notall reports of adverse eventsare causally
related to vaccine

e

Vaccine Safety Datalink (VSD)

> Large-linked database
> Links vaccination and health records
> “Activesurveillance”
— 8 Managed Care Organizations
— ~3% of the U.S. population
> Powerfultool for monitoring vaccine safety

All rights reserved. Any use of this material without the expressed
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Vaccine Problems

Safety-related “events”

> Swine flu vaccine and Landry Guillain Barré
syndrome (1977)

> Rotashield® rotavirus vaccine and
intussusception (1998)

> Fluvaccine lots recalled for lack of potency
(no safety concerns) (2009-2010)

®n

> Rotarix® and Rotateq® “contamination”

(2010)

e

Are Vaccines Safe?

> No vaccine (and no medication) is completely
risk free
— Common mild side effects: pain, tenderness,
redness
— Rare, serious side effects: anaphylaxis,
thrombocytopenia
> Becausevaccines are given to healthy children,
they must be as safe as possible:

Benefits must clearly outweigh risks

—







