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* The speaker is a federal government employee with no
financial interest or conflict with the manufacturer of any
product named in this presentation

» The speaker will discuss the off-label use of Hiberix,
Prevnar 13, human papillomavirus, and meningococcal
conjugate vaccines

» The speaker will not discuss vaccines not currently
licensed by the Food and Drug Administration
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for Persons Aged 0 Through 6 Years—United States * 2010
For those who fall behind or start late, see the catch-up schedule
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Catcheup Immunization Schedule for Persons Aged 4 Months Through 18 Years Who Start Late or Who Are More Than 1 Month Behind—united states « 2010
The table below provides catch-up schedules end minimum intervals between dose for children whose vaccinations have been deleyed. A vaccine
series does not need to be estarted, regardless of the time that has e apsed between doses. Use the secticn appropriate for the childs age.
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Recommended Immunization Schedule for Persons Aged 7 Through 18 Years—United States » 2010
For those who fall behind or start late, see the schedule below and the catch-up schedule
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Catcheup Immunization Schedule for Petsons Aged 4 Months Through 18 Years Who Start Lata or Who Are Mare Than 1 Month Behind—united states+ 2010
The table below provides catchup schedhes ard minimum intervals ostween dases or chidher whose vaccinations have been delayed. Avaccne
seres coes rot need to be restarted, regardless o the fime that has elapsed between doses. Use the sectior appropriae forthe childs age.
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. Hib-HepB

. DTaP/Hib

. HepA-HepB

. DTaP-HepB-IPV

«  MMRV
- DTaP-IPV
_+  DTaP-IPV/Hib

Pros

Cons

Number of injections

Higher costs

Timely coverage

Unnecessary doses

Costs of stocking &
administering separate vaccines

Adverse events

Costs of extra healthcare visits

Facilitate introduction of new
vaccines & recommendations
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www.cdc.gov/vaccines/recs/provisional/downloads/com bo-vax-Aug2009-508.pdf

* The use of a combination vaccine generally is preferred
over separate injections of its equivalent component
vaccines. Considerations should include provider
assessment, patient preference, and the potential for
adverse events.

Provider assessment should include the number of
injections, vaccine availability, likelihood of improved
coverage, likelihood of patient return, and storage and
cost consideration.
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*Based on careful evaluation of a variety of scientific information
*Resume use of Rotarix and continue use of RotaTeq
—No evidence that either PCV1 or PCV2 poses a safety risk in humans
—Neither is known to cause infection or illness in humans

* Both rotavirus vaccines have strong safety records

—Clinical trials involving tens of thousands of patients

—Clinical experience with millions of recipients

—Benefits of the vaccines are substantial
Prevention of hospitalization for severe rotavirus disease in the U.S.
Death in other parts of the world
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www.cdc.gov/mmwr/preview/mmwrhtml/mm5836a5.htm

« Haemophilus influenza type B vaccine
conjugated to tetanus toxoid (PRP-T)

« Approved as a “booster dose” for children 15 months
through 4 years of age who have received a primary
series of any Hib-containing vaccine

e Supplied as a lyophilized powder that is reconstituted
with saline diluent (provided in a syringe)

o

¢ Can be used as the last dose in the Hib series in a child
who has received at least one prior dose of ANY Hib-
containing vaccine

» Should NOT be use as the ONLY Hib dose in a child
who has received no prior Hib doses

» Can be used at 12-14 months of age*

s, P *off-|
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www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/U CM201669.pdf (
www.cdc.gov/vaccines/recs/provisional/downloads/pcv13-mar-2010-5 08.pdf

« February 24, FDA approved Prevnar 13 & ACIP
recommends PCV13 to replace PCV7
— Streptococcus pneumoniae serotypes 1, 3, 4, 5, 6A, 6B,
7F, 9V, 14, 18C, 19A, 19F, and 23F

— Indicated for
« all children 2 through 59 months of age
« Children 60 through 71 months of age who have underlying
medical conditions that increase their risk of pneumococcal
disease or its complications

— Four-dose schedule at 2, 4, 6, and 12-15 months of age
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» Children who have received 1 or more doses of PCV7
should complete the immunization series with PCV13

* Single supplemental dose of PCV13 following a
complete PCV7 series
— Healthy children 14-59 mos.

— Children 14-71 mos. with an underlying medical condition
(even if already received PPSV23 dose)

{; DEPARTMENT OF HEALTH AND HUMAN SERVICES

1

« Single supplemental dose of PCV13 for children 6-18
years at increased risk for invasive pneumococcal
disease*

« Functional or anatomic asplenia (including sickle cell
disease)

« Immunocompromised (including HIV)
« Cochlear implant

* CSF leak

*off-label
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www.cdc.gov/mmwr/preview/mmwrhtml/mm5830a3.htm?s_ci d=mm5830a3_e

* No change in the recommended IPV schedule of four
doses at ages 2 months, 4 months, 6 through 18
months, and 4 through 6 years

« Minimum interval between the next-to-last and last
doses is now 6 months (FOR ANY COMPLETE IPV
SERIES, REGARDLESS OF AGE)

¢ Minimum age for the final IPV dose is now 4 years
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* When 4 (or more) doses of IPV are administered before
the 4th birthday, an additional dose of age appropriate
IPV should be given on or after the 4th birthday

* In the first 6 months of life, the minimum age and
minimum intervals are recommended only if the person
is at risk for imminent exposure to circulating poliovirus,
such as travel to a polio endemic region or during an
outbreak
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Estimated 60 million persons infected
Estimated 270,000 2009 H1N1-related hospitalizations

Estimated 12,270 2009 H1N1-related deaths
— Approximately 1,270 pediatric deaths

— Approximately 11,000 deaths in adults

* Greatest frequency of deaths 50-64 year olds (80% of
whom had underlying health conditions)

« Declining activity nationwide, but sporadic activity
expected through summer
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» AJ/California/7/2009 (H1N1)-like virus
* A/Perth/16/2009 (H3N2)-like virus

* B/Brisbane/60/2008-like virus
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« ACIP voted on Feb. 24, 2010 to expand the
recommendation for annual influenza vaccination to
include all people aged 6 months and older

¢ The expanded recommendation is to take effect in the
2010-2011 influenza season

* The new recommendation seeks to remove barriers to
influenza immunization and signals the importance of
preventing influenza across the entire population
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 Afluria (CSL Vaccines) - now licensed for use in persons
6 months of age and older

» Fluarix (GSK Biologicals) - now licensed for use in
persons 3 years of age and older
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« HPV2 (GSK, Cervavix)
— 16 and 18
— Approved for the prevention of
cervical cancers (in females)

« HPV4 (Merck, Gardasil)
—16,18,6 and 11
— Approved for prevention of cervical,
vaginal & vulvar cancers (in females)
-, & genital warts (in females & males)
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* Routine vaccination of females at 11 or 12 years with 3
doses of HPV vaccine (can begin as young as 9 years)
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« Also recommended for females 13 through 26 years
who have not been previously vaccinated or who have
not completed the full vaccination series
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* HPV4 vaccine ONLY may be given to males 9 through
26 years* to reduce their likelihood of acquiring genital
warts

« |deally, vaccine should be administered before potential
exposure to HPV through sexual contact

« *off-label
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* Routine schedule is 0, 1- 2, 6 months

» Third dose should follow the first dose by at least 24
weeks

« An accelerated schedule using minimum intervals is not
recommended

» Series does not need to be restarted if the schedule is
interrupted

* Whenever possible, the same HPV vaccine product
should be used for

{; DEPARTMENT OF HEALTH AND HUMAN SERVICES
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Initiation of the vaccine series should be delayed until
after completion of pregnancy

« If awoman is found to be pregnant after initiating the
vaccination series, remaining doses should be delayed
until after the pregnancy

« If a vaccine dose has been administered during
pregnancy, there is no indication for intervention

* Women vaccinated during pregnancy should be
reported to the Merck registry (800.986.8999)

9 11}
« Meningococcal polysaccharide vaccine (MPSV4,
Menommune)
— 2 years of age and older
— subcutaneous injection

« Meningococcal conjugate vaccine (MCV4, Menactra)
— 2 through 55 years of age
— intramuscular injection
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« Children through age 18 years who received their first
dose of MCV4 or MPSV4 at ages 2 through 6 years and
remain at increased risk for meningococcal disease
should receive an additional dose of MCV4 3 years after
their first dose

» Revaccinate every 5 years if still at increased risk

g DEPARTMENT OF HEALTH AND HUMAN SERVICES

. High-risk persons who should be revaccinated with
MCV4

— Persistent complement component deficiency
— Anatomic or functional asplenia

— Microbiologists working with specimens of N.
meningitidis

— Frequent travelers to or persons living in areas with
high rates of meningococcal disease

{; DEPARTMENT OF HEALTH AND HUMAN SERVICES
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* MCV4 revaccination recommendation does NOT apply
F]o children whose only risk factor is living in on-campus
ousing

* If however received MPSV4 five years or more prior —
vaccinate with MCV4

2@ DEPARTMENT OF HEALTH AND HUMAN SERVICES

9 $

* Meningococcal conjugate vaccine, MCV4 (Menactra),
is preferred for revaccination, but MPSV4 (Menomune)
is an acceptable substitute for persons with
precautions or contraindications to MCV4 vaccine

{; DEPARTMENT OF HEALTH AND HUMAN SERVICES
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www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProduct s/UCM201349.pdf

¢ Menveo (Novartis)

— FDA approved on February 19, 2010
— Neisseria meningitidis serogroups
(A, C, Y, and W-135)

— Conjugated with Oligosaccharide Diphtheria CRM197 (protein
carrier)

— FDA approved for use in people ages 11 through 55 years

— Solution that contains serogroups C, Y, and W-135 is used to
reconstitute lyophilized powder that contains serogroup A

/II
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« Two doses at least 6 calendar months apart for all
household contacts and other close personal contacts
(e.g. regular babysitters) of international adoptees from
countries with high or intermediate Hep A endemicity
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www.cdc.gov/mmwr/PDF/rr/rr5517.pdf

« Assure that you and other staff in your office or facility
have received Tdap

» Partner with clinicians who have access to parents and
siblings of infants (e.g., OB-GYN providers,
prenatal/new parent educators) to provide Tdap to
families of infants

» Vaccinate new mothers at the time of discharge if they
have not previously received Tdap
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« Tdap approved ages
— 10 through 64 years for Boostrix

— 11 through 64 years for Adacel

« Tdap not approved for adults 65 years or older

« Off-label use of Tdap in this age group NOT recommended
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¢ There is no absolute minimum interval between Td and
Tdap

« In “routine” circumstances separate Td and Tdap by 5
years to reduce the chance of a local reaction

« If pertussis immunity is imperative (HCP, infant in
household) then administer Tdap regardless of interval
since last Td

DEPARTMENT OF HEALTH AND HUMAN SERVICES

1

Need the following immunizations:
* Annual influenza

e TdaporTd

* Hepatitis B (exposure risk)
Validate immunity status of:

* Varicella

* Measles, Mumps & Rubella (MMR)

¢ AreYOUp to date?

DEPARTMENT OF HEALTH AND HUMAN SERVICES
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¢ Detects:
— new or rare events

— increases in rates of known events
— patient risk factors

* VAERS cannot establish causality
— additional studies required to confirm VAERS signals and
causality

* Not all reports of adverse events are causally related to
_vaccine

5 6/
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Disease No disease
Vaccine a b
No vaccine C d
Rate in “vaccine” group = ala+b

Rate in “no vaccine” group  c¢/c+d

If the rate in “vaccine” group is higher than the rate in the
“no vaccine” group then vaccines may be the cause
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ASD No ASD Disease
Vaccine 345 440,310 Vaccine a
VAERS Data
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
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¢ Immune overload/weakened immune system
*« MMR and autism

« Additives (particularly thimerosal) in vaccines
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<tgen be more vulnerable to secondary infections
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» Children are exposed to fewer immunologic components
(like proteins and sugars [polysaccharides]) in vaccines
today than in the past

» Smallpox and whole cell pertussis vaccines contained
more immunologic components than all of the vaccines
administered today

» Unvaccinated children are not only at risk for infection
with vaccine-preventable bacteria and viruses, but can

DC
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¢ On February 12, 2009 U.S.
Court of Federal Claims ruled
that the measles-mumps-rubella
vaccine, whether administered
alone or in conjunction with
thimerosal-containing vaccines,
were not causal factors in the
development of autism or
autism spectrum disorders

www.uscfc.uscourts.gov/node/5026
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Ensure staff is adequately trained

Provide current immunization education

Adhere to OSHA guidelines for employee safety
Provide staff with easy to use resources and guidelines
Document immunizations correctly

2@ DEPARTMENT OF HEALTH AND HUMAN SERVICES

Correct!

Incorrect!
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« Anincrease in the number of reports of syncope has
been detected by the Vaccine Adverse Event Reporting
System (VAERS)

» 11-18 year old females have contributed most of the
increase

 Serious injuries have resulted

{g DEPARTMENT OF HEALTH AND HUMAN SERVICES
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« Have patients seated for vaccination

» Strongly consider observing patients for 15 minutes after
they are vaccinated

« If syncope develops, patients should be observed until
symptoms resolve
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www.cdc.gov/vaccines/pubs/vis/default.htm
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Vaccine information Statements
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www.anaimmunize.org/ www.nnina.org/
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www2.cdc.gov/PHTN/immupdate2010/default.asp
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Thursday, August 5, 2010

Offered twice at :
9:00 to 11:30 AM and
12:00 Noon — 2:30 PM ET
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www.cdc.gov/vaccines/recs/vac-admin/default.htm

Imz Action Coalition

WWW. org/pr i vice:

CA Imz Program

www.eziz.org/pages/vaccineadmin.htmindhandling. html

Michigan Imz Program

www.aimtoolkit.org/
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www.cdc.gov/vaccines/recs/storage/default.htm

* Vaccines prevent serious,
sometimes fatal diseases

* Improper S&H=reduced vaccine
effectiveness= inadequate
protection against disease

It is better to NOT VACCINATE than to administer a dose
of vaccine that has been mishandled

{g DEPARTMENT OF HEALTH AND HUMAN SERVICES
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Develop and maintain detailed written S&H protocol
Assign S&H responsibilities to 1 person
Designate a back-up person

Provide training on vaccine storage and handling

1 $

CDC's vaccines website for Health care providers
www.cdc.gov/vaccines/hcp.htm

Immunization Action Coalition
www.immunize.org/

American Academy of Pediatrics
www.aap.org/healthtopics/immunizations

Children’s Hospital of Philadelphia(CHOP)
www.chop.edu/consumer/jsp/microsite/microsite.jsp?id=75918

FDA
www.fda.gov/BiologicsBloodVaccines/default.htm

National Library of Medicine — Medline Plus
medlineplus.gov/

National Network for Immunization Information
www.nnii.org/
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« AAP
Immunization Schedules — www.aap.org
Vaccine Recommendations * IAC
—Who makes them — Www.immunize.org
—Who is the ACIP? + CHOP _ _ _

. . . . — www.chop.edu/service/vaccine-education-center/
Pink Book — Epidemiology and Prevention of VPD’s
(11t edition) s EZ-1Z
— http://eziz.org/

2@ DEPARTMENT OF HEALTH AND HUMAN SERVICES

Vaccine Shortages/Recalls, Travelers,
FAQ’s — www.nipinfo.gov
VAERS

¢ Your State Immunization Program
— www.immunize.org/states/
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Immunization netconferences
— http://www.cdc.gov/vaccines/ed/netconferences.htm

Immunization webcasts
— http://lwww.cdc.gov/vaccines/ed/webcasts.htm

Immunization self-study courses
— http://www.cdc.gov/vaccines/ed/self-study.htm

» Telephone 800.CDC.INFO
(for patients and parents)
e Email nipinfo@cdc.gov

(for providers)

» Website www.cdc.gov/vaccines/

» Vaccine Safety
www.cdc.gov/od/science/iso/
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