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INTRODUCTORY LETTER

Vaccines are one of the greatest achievements in Public Health and have saved countless
lives over the centuries. With the advancement of medical science more and more
diseases are being prevented through vaccines. As a result what use to be a relatively
simple process of providing immunizations in health care provider’s offices has become
more complex. Proper storage and handling, increasingly complex immunization schedules
and increasing financial burdens have made immunizing patients in provider’s offices a
challenge.

Immunize Kansas Kids—a coalition that supports innovative, collaborative and sustainable
methods to increase age-appropriate immunization for young Kansas children (age O-5)—
saw that there was a need for Kansas-specific immunization information. IKK hired me as
a consultant for creating an immunization manual due to my experience in the field and
first-hand knowledge of what healthcare providers need to provide immunizations. The
purpose of this manual is to give health care providers a resource to meet the challenges
of immunizing in office. We have tried to coalescence the large amount of information
available, and present it in a concise and easy-to-read manual. The main target audience
are the busy providers and their staff who administer immunizations in their practice
setting. We hope that it may be of use to other individuals or organizations who are also
involved with vaccines.

The manual is divided into ten chapters that we feel cover all aspects of providing
immunizations; each chapter is identified by a tab for easy navigating. The chapters
include descriptions of vaccines, proper administration, schedules, recording and
documentation, parent information, adverse effects, storage and handling, billing, and
discussing immunizations with parents.

The manual is the product of the Kansas Chapter of the American Academy of
Pediatrics and Immunize Kansas Kids but it could not have been written without the
funding provided by the Kansas Health Foundation, Wichita, Kansas. The Kansas Health
Foundation is a philanthropic organization whose mission is to improve the health of all
Kansans.

Dennis M Cooley MD FAAP
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Introduction

THE IMPORTANCE OF VACCINES

According to the Center for Disease Control, the number one public health achievement
in the twentieth century has been vaccinations. In the last century, we have seen dramatic
decreases of 99-100% in smallpox, diphtheria, measles, polio, rubella, and varicella.
Vaccines have had significant impact in decreasing meningitis due to Hemophilus
influenzae and pertussis. It has been estimated that vaccines prevent 3 million deaths in
children annually worldwide. That vaccines are successful cannot be questioned.

There is still a need for health care providers to remain vigilant and make high
immunizations rates a priority. With the exception of small pox, the organisms that cause
vaccine-preventable diseases are still in existence in the US and other parts of the world.
In some ways, however, the success of vaccines has provided a false sense of security
among the public. With the near eradication of many of these terrible diseases, the public
and many providers haven’t seen first-hand the effects of these diseases. Who could
forget a child presenting in shock with H. Flu meningitis or an infant die in the throes of
pertussis? We are seeing a growing trend among the public and even a few health care
providers that question the need for vaccines.

It is a challenge for providers to convince an increasingly skeptical public that high
immunization rates must continue to be a priority. More and more of the time spent during
preventative care visits is being spent discussing vaccines. In addition as new vaccines are
developed and the amount of vaccine related research continues to expand dramatically,
providers struggle to keep updated. This may seem a daunting task to providers who are
already being asked to do more with less time.

Over the years as new vaccines are developed and become available the task of
administering vaccines has become more involved. Schedules which used to involve
relatively few vaccines are now more complex. Proper storage of thousands of dollars
worth of vaccines takes on a new priority.

This manual, which is being funded by a grant from Immunize Kansas Kids and the Kansas
Health Institute, is an attempt to help providers deal with the ever changing immunization
milieu. It is written by health care providers in practices that are providing immunizations
to their patients. The purpose of this manual is to provide a coalescence of the large
amount of information available, and present it in a concise and easy to read source for
the busy provider. We will also provide resources for users who want to look at topics
more in depth.

Materials that can be reproduced for office usage or as handouts are available at the end
of each chapter. These are available on the CD provided with each manual to allow easy
accessibility.
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IMMUNIZE KANSAS KIDS

Historically, Kansas has had some of the highest immunization rates in the country, but in
2004 Kansas immunization rates for two year olds had slipped dramatically and the state
was rated 44th in the country. In an effort to improve our rates then Governor Kathleen
Sebelius established the Kansas Blue Ribbon Panel on Immunizations. This broad group
of stakeholders was given the task of making recommendations to get Kansas back to

the top. One of the recommendations from the Panel was the establishment of a group
that would work in the future to look at the issues concerning immunizations in the state.
From this was developed the Immunize Kansas Kids project. The Immunize Kansas Kids
project is a unique partnership among the Kansas Department of Health and Environment,
the Kansas Health Institute and dozens of stakeholder organizations. The goal is simple: to
protect every Kansas child from vaccine preventable diseases!

For more information please visit: www.immunizekansaskids.org
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Impact of Vaccines in the 20™ & 21° Centuries

Comparison of 20" Century Annual Morbidity & Current Morbidity

th
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Smallpox 29,005 0 100%
Diphtheria 21,053 0 100%
Pertussis 200,752 21,291 89%
Tetanus 580 8 99%
Polio (paralytic) 16,316 0 100%
Measles 530,217 61 >99%
Mumps 162,344 2,528 98%
Rubella 47,745 6 >99%
CRS 152 0 100%
ilus i 270
(Syearsotage) | 20000(s) | ciommiaes | 9%

Sources:
*  JAMA. 2007;298(18):2155-2163
+ CDC. MMWR January 7, 2011;59(52);1704-1716. (Provisional MMWR week 52
data)

Comparison of Pre-Vaccine Era Estimated Annual Morbidity
with Current Estimate
Pre-Vaccine Era

Disease Annual Estimate 2008 Estimate | % Decrease
Hepatitis A 117,333* 11,049 91%
Hepatitis B (acute) 66,232* 11,269 83%
Pneumococcus (invasive)

All ages 63,067* 44,000" 30%

<5 years of age 16,069* 4,167" 74%
<Rotavirus (hospitalizations 62.500° 7,500 88%

5 years of age)
Varicella 4,085,120* 449,363 89%
Sources:

*  JAMA. 2007;298(18):2155-2163

CDC. Active Bacterial Core surveillance Report; S. pneumoniae 2008.
(www.cdc.gov/abcs/survreports/spnew08.pdf)

2008 Active Bacterial Core surveillance

CDC. MMWR. February 6, 2009 / 58(RR02); 1-25

New Vaccine Surveillance Network
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January 2011
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Immunization Schedules

Receipt of immunizations in a timely fashion is a key element in the success of providing a
community with protection against vaccine preventable diseases. In order to accomplish
this goal, a standardized immunization schedule is important. In the United States this task
is performed by the Advisory Committee on Immunization Practices (ACIP). Established
under the Public Health Service Act, ACIP is a group of medical and public health experts
that develops recommendations on how to use vaccines to control vaccine preventable
diseases in the United States. Chosen by the Secretary of the U.S. Department of Health
and Human Services (DHHS), the ACIP consists of 15 experts in the fields of vaccines,
immunology, pediatrics, internal medicine, nursing, family medicine, virology, public health,
infectious diseases, and preventive medicine. Voting members are responsible for making
vaccine recommendations. These recommendations are re-evaluated at least yearly. We
have included the schedule in a graph form that is color coded to help simplify it.

Despite our efforts to have patients receive immunizations in a timely fashion for various
reasons, some patients fall behind. ACIP also has schedules for catching patients up. This
very important schedule is included in the attachments.

Both of these schedules have extensive footnotes which are useful when interpreting the
schedules.

In addition to these schedules, Kansas also has requirements for school and child care
entry. The requirements for school and child care entry are developed annually by the
Kansas Immunization Advisory Committee (KIAC) under the Department of Health and
Environment. This group of stakeholders meets each year, usually in January, to make
adjustments for the upcoming year.

The KIAC takes into account the ACIP recommendations when determining these
requirements. One of the sources of confusion for the public, and some providers is that
ACIP makes “recommendations”, while the State has “requirements”. It is important to
remember that the state does not make schedules for giving immunizations it simply
supports the ACIP and CDC schedules. KDHE only makes decisions on which vaccines are
required for school and child care entry. There are many factors that are considered in
making these requirements, including the difficulty providers may incur while trying to
implement new recommendations from the CDC/ACIP.

Despite the fact that the State doesn’t make immunization schedules, we have included
the school and child care entry requirements here because this is most likely where
providers will think to look for them.




Recommended Immunization Schedules for Persons Aged 0 Through 18 Years
UNITED STATES, 2016

This schedule includes recommendations in effect as of January 1, 2016. Any dose not administered at the
recommended age should be administered at a subsequent visit, when indicated and feasible. The use of a
combination vaccine generally is preferred over separate injections of its equivalent component vaccines.
Vaccination providers should consult the relevant Advisory Committee on Immunization Practices (ACIP) statement
for detailed recommendations, available online at http://www.cdc.gov/vaccines/hcp/acip-recs/index.html. Clinically
significant adverse events that follow vaccination should be reported to the Vaccine Adverse Event Reporting
System (VAERS) online (http://www.vaers.hhs.gov) or by telephone (800-822-7967).

The Recommended Immunization Schedules for
Persons Aged 0 Through 18 Years are approved by the

Advisory Committee on Immunization Practices
(http://www.cdc.gov/vaccines/acip)

American Academy of Pediatrics
(http://www.aap.org)

American Academy of Family Physicians
(http://www.aafp.org)

American College of Obstetricians and Gynecologists
(http://www.acog.org)

U.S. Department of Health and Human Services
Centers for Disease Control and Prevention



Figure 1. Recommended immunization schedule for persons aged 0 through 18 years - United States, 2016.

(FORTHOSE WHO FALL BEHIND OR START LATE, SEE THE CATCH-UP SCHEDULE [FIGURE 2]).

These recommendations must be read with the footnotes that follow. For those who fall behind or start late, provide catch-up vaccination at the earliest opportunity as indicated by the green bars in Figure 1.
To determine minimum intervals between doses, see the catch-up schedule (Figure 2). School entry and adolescent vaccine age groups are shaded.

Vaccine Birth 1mo 2mos 4 mos 6 mos 9 mos 12 mos 15 mos 18 mos 19-23 2-3yrs 4-6yrs 7-10yrs | 11-12yrs | 13-15yrs [ 16-18 yrs

mos
Hepatitis B' (HepB) 1%dose ||[&---- 2 oy e > - < 3 dose

Rotavirus? (RV) RV1 (2-dose 9 il See
series); RV5 (3-dose series) e 2" dose ||lfootnote 2

Dlphtherla,.tetanus,&acellular 1%dose 2 dose 3¢ dose b 2 dose ---rrr-
pertussis® (DTaP: <7 yrs)

5% dose

Haemophilus influenzae type b* ) o See [[ | 3dor 4I"‘ dose, .
(Hib) 1dose 2™ dose footnote 4 See footnote 4
i
Pneumococcal conjugate’ X . ” ~
s ndAdAaca Il 2 Aace Il =0 Hl<coaaeao Ath AAca ~---cmn- )
(PCV13) 1*tdose 2" dose 34 dose < 4™ dose
Inactivated poliovirus® « - ' o ' .
(IPV: <18 yrs) 1*tdose 2" dose |[f< 3" dose 4" dose
. L Annual vaccination (LAIV or Annual vaccination (LAIV or IIV)
Influenza’ (IIV; LAIV) Annual vaccination (IIV only) 1 or 2 doses (V) 1 or 2 doses 1 dose only
e ~L
t
e 20 [ s
e
1 1
Meningococcal'’ (Hib-MenCY
> 6 weeks; MenACWY-D >9 mos; 1*tdose Booster|
MenACWY-CRM = 2 mos)
Tetanus, diphtheria, & acellular
g ! Tda
pertussis'? (Tdap: >7 yrs) -‘ g —
Human papillomavirus’ (2vHPV: 3-d
females only; 4vHPV, 9vHPV: (3-dose
series)
males and females)
Meningococcal B!

Pneumococcal polysaccharide’
(PPSV23)

|:| Range of recommended - Range of recommended ages Range of recommended ages I:l Range of recommended ages for non-high-risk I:l No recommendation
ages for all children for catch-up immunization for certain high-risk groups groups that may receive vaccine, subject to

individual clinical decision making
This schedule includes recommendations in effect as of January 1, 2016. Any dose not administered at the recommended age should be administered at a subsequent visit, when indicated and
feasible. The use of a combination vaccine generally is preferred over separate injections of its equivalent component vaccines. Vaccination providers should consult the relevant Advisory Committee
on Immunization Practices (ACIP) statement for detailed recommendations, available online at http://www.cdc.gov/vaccines/hcp/acip-recs/index.html. Clinically significant adverse events that follow
vaccination should be reported to the Vaccine Adverse Event Reporting System (VAERS) online (http://www.vaers.hhs.gov) or by telephone (800-822-7967). Suspected cases of vaccine-preventable
diseases should be reported to the state or local health department. Additional information, including precautions and contraindications for vaccination, is available from CDC online
(http://www.cdc.gov/vaccines/recs/vac-admin/contraindications.htm) or by telephone (800-CDC-INFO [800-232-4636]).

This schedule is approved by the Advisory Committee on Immunization Practices (http//www.cdc.gov/vaccines/acip), the American Academy of Pediatrics (http://www.aap.org), the American Academy of
Family Physicians (http://www.aafp.org), and the American College of Obstetricians and Gynecologists (http://www.acog.org).

NOTE: The above recommendations must be read along with the footnotes of this schedule.




FIGURE 2. Catch-up immunization schedule for persons aged 4 months through 18 years who start late or who are more than 1 month behind —United States, 2016.

The figure below provides catch-up schedules and minimum intervals between doses for children whose vaccinations have been delayed. A vaccine series does not need to be restarted, regardless of the time that has elapsed between doses. Use the section appropriate for the child’s age.
Always use this table in conjunction with Figure 1 and the footnotes that follow.

Children age 4 months through 6 years

Meningococcal'’

Minimum Minimum Interval Between Doses
Vaccine Age for
Dose 1 Dose 1 to Dose 2 Dose 2 to Dose 3 Dose 3 to Dose 4 Dose 4 to Dose 5
8 weeks
Hepatitis B! Birth 4 weeks and at least 16 weeks after first dose.
Minimum age for the final dose is 24 weeks.
Rotavirus? 6 weeks 4 weeks 4 weeks?
Diphtheria, tetanus, and 3
acellular pertussis? 6 weeks 4 weeks 4 weeks 6 months 6 months
4 weeks?
if current age is younger than 12 months and first dose was administered at younger than age 7
months, and at least 1 previous dose was PRP-T (ActHib, Pentacel) or unknown.
8 weeks
4 weeks
if first dose was administered before the 1% and age 12 through 59 months (as final dose)*
birthda - if current age is younger than 12 months
Y- and first dose was administered at age 7 through 11 months (wait until at least 12 months old); | 8 weeks (as final dose)
Haemophilus influenzae 6 weeks 8 weeks (as final dose) OR This dose only necessary for children age 12
type b? if first dose was administered at age 12 through - if currentage is 12 through 59 months through 59 months who received 3 doses before
14 months. and first dose was administered before the 1 birthday, and second dose administered at the 1 birthday.
No further doses needed if first dose was admin- é%unger than 15 months;
istered at age 15 months or older. - if both doses were PRP-OMP (PedvaxHIB; Comvax)
and were administered before the 1% birthday (wait until at least 12 months old).
No further doses needed
if previous dose was administered at age 15 months or older.
4 weeks 4 weeks
if first dose administered before the 1+ birthday. if current age is younger than 12 months and previous dose given at <7months old.
. . 8 weeks (as final dose)
8 weeks (as final dose for healthy children) 8 weeks (as final dose for healthy children) Thi .
N s P N N - : . . X is dose only necessary for children aged 12
Pneumococcal’ 6 weeks gflar?ttedrose was administered at the 1% birthday gsrewous dose given between 7-11 months (wait until at least 12 months old); through 59 months who received 3 doses before
. = . . age 12 months or for children at high risk who
No further doses needed if current age is 12 months or older and at least 1 dose was given before age 12 months. received 3 doses at any age.
for healthy children if first dose administered at No further doses needed for healthy children if previous dose administered at age 24 months or
age 24 months or older. older.
Inactivated poliovirus® 6 weeks 4 weeks® 4 weeks® 6 months’ (minimum age 4 years for final dose).
Measles, mumps, rubellaé 12 months 4 weeks
Varicella? 12 months 3 months
Hepatitis A0 12 months 6 months
Meningococcal'’
(Hib-MenCY = 6 weeks; "
MenACWY-D 9 mos; 6 weeks 8 weeks See footnote 11 See footnote 11
MenACWY-CRM = 2 mos)

Children and adolescents age 7 through 18 years

4 weeks if age 13 years or older.

(Hib-MenCY > 6 weeks; Not Applicable 8 weeks'!
MenACWY-D =9 mos; (N/A)
MenACWY-CRM = 2 mos)
4 weeks
I:tt:r?lljssl giipﬁgf'?:rriiaa;and 7 years? 4 weeks if first dose of DTaP/DT was administered before the 1+ birthday. 6 months if first dose of DTaP/DT was adminis-
i pgrtussisd 6 months (as final dose) tered before the 1+ birthday.
if first dose of DTaP/DT or Tdap/Td was administered at or after the 1 birthday.
Human papillomavirus’ 9 years Routine dosing intervals are recommended.”?
Hepatitis A’ N/A 6 months
Hepatitis B! N/A 4 weeks 8 weeks and at least 16 weeks after first dose.
Inactivated poliovirus® N/A 4 weeks 4 weeks® 6 months6
Measles, mumps, rubellaé N/A 4 weeks
Varicella? N/A 3 months if younger than age 13 years.

NOTE: The above recommendations must be read along with the footnotes of this schedule.




Footnotes — Recommended immunization schedule for persons aged 0 through 18 years—United States, 2016

For further guidance on the use of the vaccines mentioned below, see: http://www.cdc.gov/vaccines/hcp/acip-recs/index.html.
For vaccine recommendations for persons 19 years of age and older, see the Adult Immunization Schedule.

Additional information

- For contraindications and precautions to use of a vaccine and for additional information regarding that vaccine, vaccination providers should consult the relevant ACIP statement available online at

http://www.cdc.gov/vaccines/hcp/acip-recs/index.html.

« For purposes of calculating intervals between doses, 4 weeks = 28 days. Intervals of 4 months or greater are determined by calendar months.

«+ Vaccine doses administered 4 days or less before the minimum interval are considered valid. Doses of any vaccine administered >5 days earlier than the minimum interval or minimum age should not be counted as
valid doses and should be repeated as age-appropriate. The repeat dose should be spaced after the invalid dose by the recommended minimum interval. For further details, see MMWR, General Recommendations
on Immunization and Reports /Vol. 60 / No. 2; Table 1. Recommended and minimum ages and intervals between vaccine doses available online at http://www.cdc.gov/mmwr/pdf/rr/rr6002.pdf.

« Information on travel vaccine requirements and recommendations is available at http://wwwnc.cdc.gov/travel/destinations/list.

« For vaccination of persons with primary and secondary immunodeficiencies, see Table 13, “Vaccination of persons with primary and secondary immunodeficiencies,” in General Recommendations on Immunization
(ACIP), available at http://www.cdc.gov/mmwr/pdf/rr/rr6002.pdf,; and American Academy of Pediatrics. “lmmunization in Special Clinical Circumstances,”in Kimberlin DW, Brady MT, Jackson MA, Long SS eds. Red
Book: 2015 report of the Committee on Infectious Diseases. 30th ed. Elk Grove Village, IL: American Academy of Pediatrics.

1. Hepatitis B (HepB) vaccine. (Minimum age: birth)

Routine vaccination:

At birth:

+ Administer monovalent HepB vaccine to all newborns before hospital discharge.

« Forinfants born to hepatitis B surface antigen (HBsAg)-positive mothers, administer HepB vaccine and
0.5 mL of hepatitis Bimmune globulin (HBIG) within 12 hours of birth. These infants should be tested
for HBsAg and antibody to HBsAg (anti-HBs) at age 9 through 18 months (preferably at the next well-
child visit) or 1 to 2 months after completion of the HepB series if the series was delayed; CDC recently
recommended testing occur at age 9 through 12 months; see http://www.cdc.gov/mmwr/preview/
mmwrhtml/mm6439a6.htm.

- If mother’s HBsAg status is unknown, within 12 hours of birth administer HepB vaccine regardless of birth
weight. For infants weighing less than 2,000 grams, administer HBIG in addition to HepB vaccine within
12 hours of birth. Determine mother’s HBsAg status as soon as possible and, if mother is HBsAg-positive,
also administer HBIG for infants weighing 2,000 grams or more as soon as possible, but no later than age
7 days.

Doses following the birth dose:

+ The second dose should be administered at age 1 or 2 months. Monovalent HepB vaccine should be used
for doses administered before age 6 weeks.

- Infants who did not receive a birth dose should receive 3 doses of a HepB-containing vaccine on a
schedule of 0, 1 to 2 months, and 6 months starting as soon as feasible. See Figure 2.

« Administer the second dose 1 to 2 months after the first dose (minimum interval of 4 weeks), administer
the third dose at least 8 weeks after the second dose AND at least 16 weeks after the first dose. The final
(third or fourth) dose in the HepB vaccine series should be administered no earlier than age 24 weeks.

+ Administration of a total of 4 doses of HepB vaccine is permitted when a combination vaccine containing
HepB is administered after the birth dose.

Catch-up vaccination:

« Unvaccinated persons should complete a 3-dose series.

+ A 2-dose series (doses separated by at least 4 months) of adult formulation Recombivax HB is licensed for
use in children aged 11 through 15 years.

« For other catch-up guidance, see Figure 2.

2. Rotavirus (RV) vaccines. (Minimum age: 6 weeks for both RV1 [Rotarix] and RV5 [RotaTeq])

Routine vaccination:

Administer a series of RV vaccine to all infants as follows:

1. If Rotarix is used, administer a 2-dose series at 2 and 4 months of age.

2. If RotaTeq is used, administer a 3-dose series at ages 2, 4, and 6 months.

3. Ifany dose in the series was RotaTeq or vaccine product is unknown for any dose in the series, a total of
3 doses of RV vaccine should be administered.

Catch-up vaccination:

» The maximum age for the first dose in the series is 14 weeks, 6 days; vaccination should not be initiated for
infants aged 15 weeks, 0 days or older.

+ The maximum age for the final dose in the series is 8 months, 0 days.

« For other catch-up guidance, see Figure 2.

3. Diphtheria and tetanus toxoids and acellular pertussis (DTaP) vaccine. (Minimum age: 6 weeks.

Exception: DTaP-IPV [Kinrix, Quadracel]: 4 years)

Routine vaccination:

+ Administer a 5-dose series of DTaP vaccine at ages 2, 4, 6, 15 through 18 months, and 4 through 6 years.
The fourth dose may be administered as early as age 12 months, provided at least 6 months have elapsed
since the third dose.

+ Inadvertent administration of 4th DTaP dose early: If the fourth dose of DTaP was administered at least 4
months, but less than 6 months, after the third dose of DTaP, it need not be repeated.

3.

Diphtheria and tetanus toxoids and acellular pertussis (DTaP) vaccine (cont'd)

Catch-up vaccination:

« The fifth dose of DTaP vaccine is not necessary if the fourth dose was administered at age 4 years or older.

« For other catch-up guidance, see Figure 2.

Haemophilus influenzae type b (Hib) conjugate vaccine. (Minimum age: 6 weeks for PRP-T [AC-

THIB, DTaP-IPV/Hib (Pentacel) and Hib-MenCY (MenHibrix)], PRP-OMP [PedvaxHIB or COMVAX],

12 months for PRP-T [Hiberix])

Routine vaccination:

+ Administer a 2- or 3-dose Hib vaccine primary series and a booster dose (dose 3 or 4 depending on
vaccine used in primary series) at age 12 through 15 months to complete a full Hib vaccine series.

+ The primary series with ActHIB, MenHibrix, or Pentacel consists of 3 doses and should be administered at
2,4, and 6 months of age. The primary series with PedvaxHib or COMVAX consists of 2 doses and should
be administered at 2 and 4 months of age; a dose at age 6 months is not indicated.

+ One booster dose (dose 3 or 4 depending on vaccine used in primary series) of any Hib vaccine should be
administered at age 12 through 15 months. An exception is Hiberix vaccine. Hiberix should only be used
for the booster (final) dose in children aged 12 months through 4 years who have received at least 1 prior
dose of Hib-containing vaccine.

- For recommendations on the use of MenHibrix in patients at increased risk for meningococcal disease,
please refer to the meningococcal vaccine footnotes and also to MMWR February 28,2014 / 63(RR01);1-13,
available at http://www.cdc.gov/mmwr/PDF/rr/rr6301.pdf.

Catch-up vaccination:

- If dose 1 was administered at ages 12 through 14 months, administer a second (final) dose at least 8 weeks
after dose 1, regardless of Hib vaccine used in the primary series.

- If both doses were PRP-OMP (PedvaxHIB or COMVAX), and were administered before the first birthday, the
third (and final) dose should be administered at age 12 through 59 months and at least 8 weeks after the
second dose.

« Ifthe first dose was administered at age 7 through 11 months, administer the second dose at least 4 weeks
later and a third (and final) dose at age 12 through 15 months or 8 weeks after second dose, whichever is
later.

- Iffirst dose is administered before the first birthday and second dose administered at younger than 15
months, a third (and final) dose should be administered 8 weeks later.

- For unvaccinated children aged 15 months or older, administer only 1 dose.

- For other catch-up guidance, see Figure 2. For catch-up guidance related to MenHibrix, please see the
meningococcal vaccine footnotes and also MMWR February 28, 2014 / 63(RR01);1-13, available at
http://www.cdc.gov/mmwr/PDF/rr/rr6301.pdf.

Vaccination of persons with high-risk conditions:

+ Children aged 12 through 59 months who are at increased risk for Hib disease, including chemotherapy
recipients and those with anatomic or functional asplenia (including sickle cell disease), human
immunodeficiency virus (HIV ) infection, immunoglobulin deficiency, or early component complement
deficiency, who have received either no doses or only 1 dose of Hib vaccine before 12 months of age,
should receive 2 additional doses of Hib vaccine 8 weeks apart; children who received 2 or more doses of
Hib vaccine before 12 months of age should receive 1 additional dose.

- For patients younger than 5 years of age undergoing chemotherapy or radiation treatment who received
a Hib vaccine dose(s) within 14 days of starting therapy or during therapy, repeat the dose(s) at least 3
months following therapy completion.

« Recipients of hematopoietic stem cell transplant (HSCT) should be revaccinated with a 3-dose regimen
of Hib vaccine starting 6 to 12 months after successful transplant, regardless of vaccination history; doses
should be administered at least 4 weeks apart.

« Asingle dose of any Hib-containing vaccine should be administered to unimmunized* children and
adolescents 15 months of age and older undergoing an elective splenectomy; if possible, vaccine should
be administered at least 14 days before procedure.



For further guidance on the use of the vaccines mentioned below, see: http://www.cdc.gov/vaccines/hcp/acip-recs/index.html.

4.

Haemophilus influenzae type b (Hib) conjugate vaccine (cont'd)

« Hib vaccine is not routinely recommended for patients 5 years or older. However, 1 dose of Hib vaccine
should be administered to unimmunized* persons aged 5 years or older who have anatomic or functional
asplenia (including sickle cell disease) and unvaccinated persons 5 through 18 years of age with HIV
infection.

*Patients who have not received a primary series and booster dose or at least 1 dose of Hib vaccine after 14
months of age are considered unimmunized.

Pneumococcal vaccines. (Minimum age: 6 weeks for PCV13, 2 years for PPSV23)

Routine vaccination with PCV13:

« Administer a 4-dose series of PCV13 vaccine at ages 2, 4, and 6 months and at age 12 through 15 months.

« For children aged 14 through 59 months who have received an age-appropriate series of 7-valent PCV
(PCV7), administer a single supplemental dose of 13-valent PCV (PCV13).

Catch-up vaccination with PCV13:

+ Administer 1 dose of PCV13 to all healthy children aged 24 through 59 months who are not completely
vaccinated for their age.

- For other catch-up guidance, see Figure 2.

Vaccination of persons with high-risk conditions with PCV13 and PPSV23:

« Allrecommended PCV13 doses should be administered prior to PPSV23 vaccination if possible.

« For children 2 through 5 years of age with any of the following conditions: chronic heart disease
(particularly cyanotic congenital heart disease and cardiac failure); chronic lung disease (including asthma
if treated with high-dose oral corticosteroid therapy); diabetes mellitus; cerebrospinal fluid leak; cochlear
implant; sickle cell disease and other hemoglobinopathies; anatomic or functional asplenia; HIV infection;
chronic renal failure; nephrotic syndrome; diseases associated with treatment with immunosuppressive
drugs or radiation therapy, including malignant neoplasms, leukemias, lymphomas, and Hodgkin disease;
solid organ transplantation; or congenital immunodeficiency:

1. Administer 1 dose of PCV13 if any incomplete schedule of 3 doses of PCV (PCV7 and/or PCV13) were
received previously.

2. Administer 2 doses of PCV13 at least 8 weeks apart if unvaccinated or any incomplete schedule of fewer
than 3 doses of PCV (PCV7 and/or PCV13) were received previously.

3. Administer 1 supplemental dose of PCV13 if 4 doses of PCV7 or other age-appropriate complete PCV7
series was received previously.

4. The minimum interval between doses of PCV (PCV7 or PCV13) is 8 weeks.

5. For children with no history of PPSV23 vaccination, administer PPSV23 at least 8 weeks after the most
recent dose of PCV13.

« For children aged 6 through 18 years who have cerebrospinal fluid leak; cochlear implant; sickle cell
disease and other hemoglobinopathies; anatomic or functional asplenia; congenital or acquired
immunodeficiencies; HIV infection; chronic renal failure; nephrotic syndrome; diseases associated
with treatment with immunosuppressive drugs or radiation therapy, including malignant neoplasms,
leukemias, lymphomas, and Hodgkin disease; generalized malignancy; solid organ transplantation; or
multiple myeloma:

1. If neither PCV13 nor PPSV23 has been received previously, administer 1 dose of PCV13 now and 1 dose
of PPSV23 at least 8 weeks later.

2. If PCV13 has been received previously but PPSV23 has not, administer 1 dose of PPSV23 at least 8 weeks
after the most recent dose of PCV13.

3. If PPSV23 has been received but PCV13 has not, administer 1 dose of PCV13 at least 8 weeks after the
most recent dose of PPSV23.

« For children aged 6 through 18 years with chronic heart disease (particularly cyanotic congenital heart
disease and cardiac failure), chronic lung disease (including asthma if treated with high-dose oral
corticosteroid therapy), diabetes mellitus, alcoholism, or chronic liver disease, who have not received
PPSV23, administer 1 dose of PPSV23. If PCV13 has been received previously, then PPSV23 should be
administered at least 8 weeks after any prior PCV13 dose.

«+ Asingle revaccination with PPSV23 should be administered 5 years after the first dose to children with
sickle cell disease or other hemoglobinopathies; anatomic or functional asplenia; congenital or acquired
immunodeficiencies; HIV infection; chronic renal failure; nephrotic syndrome; diseases associated
with treatment with immunosuppressive drugs or radiation therapy, including malignant neoplasms,
leukemias, lymphomas, and Hodgkin disease; generalized malignancy; solid organ transplantation; or
multiple myeloma.

Inactivated poliovirus vaccine (IPV). (Minimum age: 6 weeks)

Routine vaccination:

+ Administer a 4-dose series of IPV at ages 2, 4, 6 through 18 months, and 4 through 6 years. The final dose in the
series should be administered on or after the fourth birthday and at least 6 months after the previous dose.

Catch-up vaccination:

« Inthefirst 6 months of life, minimum age and minimum intervals are only recommended if the person is at risk
of imminent exposure to circulating poliovirus (i.e,, travel to a polio-endemic region or during an outbreak).

« If4 or more doses are administered before age 4 years, an additional dose should be administered at age 4
through 6 years and at least 6 months after the previous dose.

« Afourth dose is not necessary if the third dose was administered at age 4 years or older and at least 6 months
after the previous dose.

6.

8.

10.

Inactivated poliovirus vaccine (IPV). (Minimum age: 6 weeks) (cont'd)

- Ifboth OPV and IPV were administered as part of a series, a total of 4 doses should be administered, regardless
of the child’s current age. If only OPV were administered, and all doses were given prior to 4 years of age, one
dose of IPV should be given at 4 years or older, at least 4 weeks after the last OPV dose.

- IPVis not routinely recommended for U.S. residents aged 18 years or older.

+ For other catch-up guidance, see Figure 2.

Influenza vaccines. (Minimum age: 6 months for inactivated influenza vaccine [IIV], 2 years for

live, attenuated influenza vaccine [LAIV])

Routine vaccination:

+Administer influenza vaccine annually to all children beginning at age 6 months. For most healthy,
nonpregnant persons aged 2 through 49 years, either LAIV or IIV may be used. However, LAIV should NOT
be administered to some persons, including 1) persons who have experienced severe allergic reactions
to LAIV, any of its components, or to a previous dose of any other influenza vaccine; 2) children 2 through
17 years receiving aspirin or aspirin-containing products; 3) persons who are allergic to eggs; 4) pregnant
women; 5) immunosuppressed persons; 6) children 2 through 4 years of age with asthma or who had
wheezing in the past 12 months; or 7) persons who have taken influenza antiviral medications in the
previous 48 hours. For all other contraindications and precautions to use of LAIV, see MMWR August 7,
2015/ 64(30):818-25 available at http://www.cdc.gov/mmwr/pdf/wk/mm6430.pdf.

For children aged 6 months through 8 years:

- Forthe 2015-16 season, administer 2 doses (separated by at least 4 weeks) to children who are receiving
influenza vaccine for the first time. Some children in this age group who have been vaccinated previously
will also need 2 doses. For additional guidance, follow dosing guidelines in the 2015-16 ACIP influenza
vaccine recommendations, MMWR August 7, 2015 / 64(30):818-25, available at http://www.cdc.gov/
mmwr/pdf/wk/mm6430.pdf.

- Forthe 2016-17 season, follow dosing guidelines in the 2016 ACIP influenza vaccine recommendations.

For persons aged 9 years and older:

+ Administer 1 dose.

Measles, mumps, and rubella (MMR) vaccine. (Minimum age: 12 months for routine vaccination)

Routine vaccination:

« Administer a 2-dose series of MMR vaccine at ages 12 through 15 months and 4 through 6 years. The
second dose may be administered before age 4 years, provided at least 4 weeks have elapsed since the first
dose.

+ Administer 1 dose of MMR vaccine to infants aged 6 through 11 months before departure from the United
States for international travel. These children should be revaccinated with 2 doses of MMR vaccine, the first
atage 12 through 15 months (12 months if the child remains in an area where disease risk is high), and the
second dose at least 4 weeks later.

« Administer 2 doses of MMR vaccine to children aged 12 months and older before departure from the
United States for international travel. The first dose should be administered on or after age 12 months and
the second dose at least 4 weeks later.

Catch-up vaccination:

« Ensure that all school-aged children and adolescents have had 2 doses of MMR vaccine; the minimum
interval between the 2 doses is 4 weeks.

Varicella (VAR) vaccine. (Minimum age: 12 months)

Routine vaccination:

- Administer a 2-dose series of VAR vaccine at ages 12 through 15 months and 4 through 6 years. The
second dose may be administered before age 4 years, provided at least 3 months have elapsed since the
first dose. If the second dose was administered at least 4 weeks after the first dose, it can be accepted as
valid.

Catch-up vaccination:

+ Ensure that all persons aged 7 through 18 years without evidence of immunity (see MMWR 2007 / 56 [No.
RR-4], available at http://www.cdc.gov/mmwr/pdf/rr/rr5604.pdf ) have 2 doses of varicella vaccine. For
children aged 7 through 12 years, the recommended minimum interval between doses is 3 months (if the
second dose was administered at least 4 weeks after the first dose, it can be accepted as valid); for persons
aged 13 years and older, the minimum interval between doses is 4 weeks.

Hepatitis A (HepA) vaccine. (Minimum age: 12 months)

Routine vaccination:

- Initiate the 2-dose HepA vaccine series at 12 through 23 months; separate the 2 doses by 6 to 18 months.

« Children who have received 1 dose of HepA vaccine before age 24 months should receive a second dose 6
to 18 months after the first dose.

- Forany person aged 2 years and older who has not already received the HepA vaccine series, 2 doses of
HepA vaccine separated by 6 to 18 months may be administered if immunity against hepatitis A virus
infection is desired.

Catch-up vaccination:

+ The minimum interval between the 2 doses is 6 months.



For further guidance on the use of the vaccines mentioned below, see: http://www.cdc.gov/vaccines/hcp/acip-recs/index.html.

10.

11.

Hepatitis A (HepA) vaccine (cont'd) 11.

Special populations:

« Administer 2 doses of HepA vaccine at least 6 months apart to previously unvaccinated persons who live
in areas where vaccination programs target older children, or who are at increased risk for infection. This
includes persons traveling to or working in countries that have high or intermediate endemicity of
infection; men having sex with men; users of injection and non-injection illicit drugs; persons who work
with HAV-infected primates or with HAV in a research laboratory; persons with clotting-factor disorders;
persons with chronic liver disease; and persons who anticipate close personal contact (e.g., household or
regular babysitting) with an international adoptee during the first 60 days after arrival in the United States
from a country with high or intermediate endemicity. The first dose should be administered as soon as the
adoption is planned, ideally 2 or more weeks before the arrival of the adoptee.

Meningococcal vaccines. (Minimum age: 6 weeks for Hib-MenCY [MenHibrix], 9 months for

MenACWY-D [Menactra], 2 months for MenACWY-CRM [Menveo], 10 years for serogroup B

meningococcal [MenB] vaccines: MenB-4C [Bexsero] and MenB-FHbp [Trumenbal)

Routine vaccination:

« Administer a single dose of Menactra or Menveo vaccine at age 11 through 12 years, with a booster dose at
age 16 years.

+ Adolescents aged 11 through 18 years with human immunodeficiency virus (HIV ) infection should receive a
2-dose primary series of Menactra or Menveo with at least 8 weeks between doses.

« For children aged 2 months through 18 years with high-risk conditions, see below.

Catch-up vaccination:

« Administer Menactra or Menveo vaccine at age 13 through 18 years if not previously vaccinated.

- Ifthe first dose is administered at age 13 through 15 years, a booster dose should be administered at age 16
through 18 years with a minimum interval of at least 8 weeks between doses.

- Ifthe first dose is administered at age 16 years or older, a booster dose is not needed.

- For other catch-up guidance, see Figure 2.

Clinical discretion:

« Young adults aged 16 through 23 years (preferred age range is 16 through 18 years) may be vaccinated 12.

with either a 2-dose series of Bexsero or a 3-dose series of Trumenba vaccine to provide short-term
protection against most strains of serogroup B meningococcal disease. The two MenB vaccines are not
interchangeable; the same vaccine product must be used for all doses.
Vaccination of persons with high-risk conditions and other persons at increased risk of disease:
Children with anatomic or functional asplenia (including sickle cell disease):
Meningococcal conjugate ACWY vaccines:
1. Menveo
o Children who initiate vaccination at 8 weeks: Administer doses at 2, 4, 6, and 12 months of age.
o Unvaccinated children who initiate vaccination at 7 through 23 months: Administer 2 doses, with the second
dose at least 12 weeks after the first dose AND after the first birthday.
o Children 24 months and older who have not received a complete series: Administer 2 primary doses at least
8 weeks apart.
2. MenHibrix
o Children who initiate vaccination at 6 weeks: Administer doses at 2, 4,6, and 12 through 15 months of age.
o If the first dose of MenHibrix is given at or after 12 months of age, a total of 2 doses should be given at
least 8 weeks apart to ensure protection against serogroups C and Y meningococcal disease.
3. Menactra
o Children 24 months and older who have not received a complete series: Administer 2 primary doses at least
8 weeks apart. If Menactra is administered to a child with asplenia (including sickle cell disease), do not
administer Menactra until 2 years of age and at least 4 weeks after the completion of all PCV13 doses.
Meningococcal B vaccines:

1. Bexsero or Trumenba 13.

o Persons 10years or older who have not received a complete series. Administer a 2-dose series of Bexsero, at
least 1 month apart. Or a 3-dose series of Trumenba, with the second dose at least 2 months after the
firstand the third dose at least 6 months after the first. The two MenB vaccines are not interchangeable;
the same vaccine product must be used for all doses.

Children with persistent complement component deficiency (includes persons with inherited or chronic
deficiencies in C3, C5-9, properidin, factor D, factor H, or taking eculizumab (Soliriis®):
Meningococcal conjugate ACWY vaccines:

1. Menveo

o Children who initiate vaccination at 8 weeks: Administer doses at 2, 4, 6, and 12 months of age.

o Unvaccinated children who initiate vaccination at 7 through 23 months: Administer 2 doses, with the
second dose at least 12 weeks after the first dose AND after the first birthday.

o Children 24 months and older who have not received a complete series: Administer 2 primary doses at
least 8 weeks apart.

2. MenHibrix

o Children whoinitiate vaccination 6 weeks: Administer doses at 2,4, 6,and 12 through 15 months of age.

o Ifthe first dose of MenHibrix is given at or after 12 months of age, a total of 2 doses should be given
at least 8 weeks apart to ensure protection against serogroups C and Y meningococcal disease.

Meningococcal vaccines (cont’d)
3. Menactra
o Children 9 through 23 months: Administer 2 primary doses at least 12 weeks apart.
o Children 24 months and older who have not received a complete series: Administer 2 primary doses at
least 8 weeks apart.
Meningococcal B vaccines:
1. Bexsero or Trumenba
o Persons 10years or older who have not received a complete series. Administer a 2-dose series of Bexsero,
at least 1 month apart. Or a 3-dose series of Trumenba, with the second dose at least 2 months after
the firstand the third dose at least 6 months after the first. The two MenB vaccines are not interchange-
able; the same vaccine product must be used for all doses.
For children who travel to or reside in countries in which meningococcal disease is hyperendemic or
epidemic, including countries in the African meningitis belt or the Hajj
- administer an age-appropriate formulation and series of Menactra or Menveo for protection against
serogroups A and W meningococcal disease. Prior receipt of MenHibrix is not sufficient for children
traveling to the meningitis belt or the Hajj because it does not contain serogroups A or W.
For children at risk during a community outbreak attributable to a vaccine serogroup
- administer or complete an age- and formulation-appropriate series of MenHibrix, Menactra, or Menveo,
Bexsero or Trumenba.
For booster doses among persons with high-risk conditions, refer to MMWR 2013 / 62(RR02);1-22, available
at http://www.cdc.gov/mmwr/preview/mmwrhtml/rr6202a1.htm.

For other catch-up recommendations for these persons, and complete information on use of
meningococcal vaccines, including guidance related to vaccination of persons at increased risk of infection,
see MMWR March 22,2013 / 62(RR02);1-22, and MMWR October 23,2015 / 64(41); 1171-1176 available at
http://www.cdc.gov/mmwr/pdf/rr/rr6202.pdf, and http://www.cdc.gov/mmwr/pdf/wk/mm6441.pdf.

Tetanus and diphtheria toxoids and acellular pertussis (Tdap) vaccine. (Minimum age: 10 years

for both Boostrix and Adacel)

Routine vaccination:

« Administer 1 dose of Tdap vaccine to all adolescents aged 11 through 12 years.

- Tdap may be administered regardless of the interval since the last tetanus and diphtheria toxoid-
containing vaccine.

« Administer 1 dose of Tdap vaccine to pregnant adolescents during each pregnancy (preferred during 27
through 36 weeks gestation) regardless of time since prior Td or Tdap vaccination.

Catch-up vaccination:

«+ Persons aged 7 years and older who are not fully immunized with DTaP vaccine should receive Tdap
vaccine as 1 (preferably the first) dose in the catch-up series; if additional doses are needed, use Td vaccine.
For children 7 through 10 years who receive a dose of Tdap as part of the catch-up series, an adolescent
Tdap vaccine dose at age 11 through 12 years should NOT be administered. Td should be administered
instead 10 years after the Tdap dose.

« Persons aged 11 through 18 years who have not received Tdap vaccine should receive a dose followed by
tetanus and diphtheria toxoids (Td) booster doses every 10 years thereafter.

Inadvertent doses of DTaP vaccine:

- If administered inadvertently to a child aged 7 through 10 years may count as part of the catch-up
series. This dose may count as the adolescent Tdap dose, or the child can later receive a Tdap booster
dose at age 11 through 12 years.

- Ifadministered inadvertently to an adolescent aged 11 through 18 years, the dose should be counted
as the adolescent Tdap booster.

For other catch-up guidance, see Figure 2.

Human papillomavirus (HPV) vaccines. (Minimum age: 9 years for 2vHPV [Cervarix], 4vHPV

[Gardasil] and 9vHPV [Gardasil 9])

Routine vaccination:

«  Administer a 3-dose series of HPV vaccine on a schedule of 0, 1-2, and 6 months to all adolescents aged 11
through 12 years. 9vHPV, 4vHPV or 2vHPV may be used for females, and only 9vHPV or 4vHPV may be used
for males.

- The vaccine series may be started at age 9 years.

« Administer the second dose 1 to 2 months after the first dose (minimum interval of 4 weeks);
administer the third dose 16 weeks after the second dose (minimum interval of 12 weeks) and 24 weeks
after the first dose.

« Administer HPV vaccine beginning at age 9 years to children and youth with any history of sexual abuse or
assault who have not initiated or completed the 3-dose series.

Catch-up vaccination:

« Administer the vaccine series to females (2vHPV or 4vHPV or 9vHPV) and males (4vHPV or 9vHPV) at age
13 through 18 years if not previously vaccinated.

Use recommended routine dosing intervals (see Routine vaccination above) for vaccine series catch-up.

(€S260933-A
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KANSAS SCHOOL IMMUNIZATION REQUIREMENT (Kindergarten-12" Grade)
2016-2017SCHOOL YEAR

Immunization requirements and recommendations for the 2016-2017 school year are based on the Advisory Committee on
Immunization Practices (ACIP) recommendations and the consensus of the Governor’s Child Health Advisory
Committee Immunization Workgroup. The current recommended and minimum interval immunization schedules may be
found at: http://www.cdc.gov/vaccines/schedules/hcp/child-adolescent.html . The best disease prevention is achieved by
adhering to the recommended schedule however, if a child falls behind, the minimum interval schedule is implemented.
To avoid missed opportunities, immunization providers may use a 4 day grace period per age and interval between doses.
In such cases, these doses may be counted as valid.

K.S.A 72-5208-5211a - Kansas Statutes Related to School Immunizations Requirements and K.A.R. 28-1-20 defines the
immunizations required for school and early childhood program attendance found here:
http://www.kdheks.gov/immunize/download/KS _Imm_Regs_for_School_and_Childcare.pdf

¢ Diphtheria, Tetanus, Pertussis (DTaP/Tdap): Five doses required. Doses given at: Dose 1: 2 months, Dose 2: 4
months, Dose 3: 6 months, Dose 4: 15-18 months (4™ dose may be given at 12 months provided at least 6 months
after dose 3) and Dose 5: prior to kindergarten entry. Four doses are acceptable if dose 4 given after age 4 years. A
single dose of Tdap is required at Grades 7-12 if no previous history of Tdap vaccination regardless of interval since
the last Td.

o Poliomyelitis (IPV/OPV): Four doses required. Dose 1: 2 months, Dose 2: 4 months, Dose 3: 6 -18 months, and
dose 4 must be given 6 months after 3" dose, after 4 years of age and prior to Kindergarten entry. Three doses are
acceptable with one dose after 4 years of age, 6 months between 2™ and 3" dose and final dose prior to
Kindergarten entry. Students enrolled in Grade 6-12 with a complete minimum interval Polio series do not need to
be recalled for additional doses. Guidance found on the back of the KCI and School Requirements FAQ:
http://www.kdheks.gov/immunize/schoolinfo.htm

e Measles, Mumps, and Rubella: Two doses required. Dose 1: 12-15 months and Dose 2: prior to Kindergarten
entry. Minimum age is 12 months of age and interval between doses may be as short as 28 days.

e Hepatitis B: Three doses required. Dose 1 given at birth, Dose 2: 2 months, and Dose 3: 6-18 months of age.

o Varicella (chickenpox): Two doses are required. Dose 1: 12-15 months and Dose 2: prior to Kindergarten entry.
Students 12 years old and younger a 3 month interval is recommended however, upon record review the interval
between doses may be as short as 28 days for the 2™ dose to be counted as valid. Students 13 years and older a 28
day interval between doses are required. Please note that regardless of students’ age, if first dose is at 12 months of
age with 2" dose 28 days after 1 dose, both doses are valid. No doses are required when student has history of
varicella disease documented by a licensed physician.

Legal alternatives to school vaccination requirements are found at K.S.A. 72-5209

In addition, to the immunizations required for school entry the following vaccines are recommended to protect students:
o Meningococcal (MCV4): One dose recommended at 11 years of age with a booster dose at 16 years of age.
e Human Papillomavirus (HPV): Three doses recommended at 11 years of age.
o Influenza: Annual vaccination recommended for all ages > 6 months of age; number of doses is dependent on age and
number of doses given in previous years.
Vaccination efforts by school and public health officials, immunization providers and parents are key to the success of
protecting our children and communities from vaccine preventable disease. Thank you for your dedication.
Rev. 1/12/16



Bureau of Disease Control and Prevention
Curtis State Office Building

1000 SW Jackson

Topeka, Kansas 66612-1274

Kansas Immunization Program
877-296-0464
www.kdheks.gov/immunize

Susan Mosier, MD, Secretary Department of Health & Environment Sam Brownback, Governor

KANSAS LICENSED CHILD CARE FACILITIES AND EARLY CHILDHOOD PROGRAMS
OPERATED BY SCHOOLS IMMUNIZATION REQUIREMENTS
2016-2017 SCHOOL YEAR

Immunization requirements and recommendations for the 2016-2017 school year are based on the Advisory Committee
on Immunization Practices (ACIP) recommendations. The current immunization schedules, including catch up schedules,
may be found at: http://www.cdc.gov/vaccines/schedules/hcp/child-adolescent.html . The best disease prevention is
achieved by adhering to the recommended schedule however, if a child falls behind, the minimum interval schedule must
be enforced. To avoid missed opportunities, immunization providers may use a 4 day grace period per age and interval
between doses. In such cases, these doses may be counted as valid.

K.A.R. 28-1-20 defines immunizations required for children attending child care facilities licensed by KDHE or
early childhood programs operated by schools. The complete regulation is available at
http://www.kdheks.gov/immunize/download/KS _Imm_Regs for_School_and_Childcare.pdf.

o Diphtheria, Tetanus, Pertussis (DTaP): Five doses required. Doses given at: Dose 1: 2 months, Dose 2: 4
months, Dose 3: 6 months, Dose 4: 15-18 months (4"dose may be given at 12 months provided at least 6 months
after dose 3) and Dose 5: prior to Kindergarten entry. Four doses are acceptable if Dose 4 is given after age 4
years.

o Poliomyelitis (IPV/OPV): Four doses required. Dose 1: 2 months, Dose 2: 4 months, Dose 3: 6 months, final dose
must be given 6 months after 3" dose, after 4 years of age and prior to Kindergarten entry. Three doses are
acceptable with one dose after 4 years of age, 6 months between 2™ and 3" dose and final dose prior to
Kindergarten entry.

o Measles, Mumps, and Rubella: Two doses required. Dose 1: 12-15 months and Dose 2: prior to Kindergarten entry.
Minimum age is 12 months of age and interval between doses may be as short as 28 days.

e Hepatitis B: Three doses required. Dose 1: given at birth, Dose 2: 2 months, and Dose 3: 6-18 months of age.

e Varicella (chickenpox): Two doses required. Dose 1: 12-15 months and Dose 2: prior to Kindergarten entry.
Minimum age is 12 months of age and interval between doses may be as short as 28 days. Children less than 13 years
of age are recommended to have a 3 month interval between doses however; second dose is valid when administered
28 day after first dose. No doses required when student has history of varicella disease documented by a licensed
physician.

o Haemophilus influenzae type b (Hib): Four doses required for children less than 5 years of age. Doses 1 given at
2 months, Dose 2: 4 months, Dose 3: 6 months and Dose 4: 12-15 months of age. Total doses needed for series
completion is dependent on the type of vaccine administered and the age of the child when doses were given.

e Pneumococcal conjugate (PCV): Four doses required for children less than 5 years of age. Dose 1 given at 2
months, Dose 2: 4 months, Dose 3: 6 months, and Dose 4: 12-15 months of age. Total doses needed dependent on
the age of the child when doses were given.

e Hepatitis A: Two doses required for children less than 5 years of age. Dose 1: 12 -23 months of age, Dose 2:

6-18 months after dose 1. Children 24 months and older who have not received any doses must receive
2 doses spaced 6 months apart.
Legal alternatives to school vaccination requirements are found at K.S.A. 72-5209

In addition, to the immunizations required for children attending child care facilities licensed by KDHE and

early childhood programs operated by schools, other vaccine recommendations are:

o Rotavirus: Three doses recommended for < 8 months of age; not required.

¢ Influenza: Annual vaccination recommended for all ages > 6 months of age; number of doses is dependent on age
and number of doses given in previous years.

Vaccination efforts by school and public health officials, immunization providers and parents are key to the success of

protecting our children and communities from vaccine preventable disease. Thank you for your dedication.

Rev. 1/12/16



KANSAS CERTIFICATE OF IMMUNIZATIONS (KCI)

This record is part of the student's permanent record and shall be transferred from one school to another as defined in Section 72-5209 (d) of the Kansas School Immunization Law (amended 1994.)

Student Name: Address:

Parent or Guardian Name:

Birthdate (MM/DD/YYYY): SEX: [ ] MALE [ ] FEMALE Race: Ethnicity: County:

RECORD THE MONTH, DAY, AND YEAR THAT EACH DOSE OF VACCINE WAS RECEIVED
VACCINE @ = Dose determined invalid by provider ! = Invalid Dose. KSWeblZ minimum age/interval not met

1st 2nd 3rd 4th 5th 6th 7th

DTaP/DTleleap (Diphtheria, Tetanus, Pertussis) Required for
school entry. Single Tdap required for grades 7-12. State Type

If additional doses are added,
please initial the dose and sign
HEP B (Hepatitis B) Required for school entry. below:

Polio Required for school entry.

Varicella (chickenpox) Required for school entry. Hx of Disease: NO Date of lliness:
Physician Signature:

MMR (Measles, Mumps, and Rubella combined) Required for school entry.

Influenza (FIu) Recommended annually for ages 6mo and older. Not
required for school entry.

HIB (Haemophilus Influenzae Type B) Required < 5 years of age for
preschool or child care operated by a school.

PCV (Pneumococcal Conjugate) Required < 5 years of age for preschool or
child care operated by a school.

HEP A (Hepatitis A) Required < 5 years of age for preschool or child care
operated by a school.

MCV4 (Meningococcal) Initial dose recommended at 11-12 years of age and booster
dose recommended after 16 years of age. Not required for school entry.

HPV (Human Papillomavirus) Recommended for males and females at
11-12 years of age. Not required for school entry.

Rotavirus Recommended < 8 mo. Not required for school entry.

DOCUMENTATION LEGAL ALTERNATIVES TO VACCINATION REQUIREMENTS "KSA 72-5209"
KCI MAY ONLY BE SIGNED BY A PHYSICIAN (MD/DO), HEALTH DEPT, OR SCHOOL.
[ ! certify I reviewed this student's vaccination record and transcribed it accurately 1. "Annual written statement signed by a licensed physician (Medical Doctor/M.D. or Doctor of Osteopathy/D.0.) stating the physical
Agency Name: condition of the child to be such that the tests or inoculations would seriously endanger the life or health of the child." Medical exemption
Authorized Representative: shall be validated annually by physician completion of KCI Form B and attachment to the KCI.
Address:
The record presented was: Date

2. "Written statement signed by one parent or guardian that the child is an adherent of a religious denomination whose religious
D Kansas Immunization Record teachings are opposed to such tests or inoculations."
D Other Immunization Record (Specify)

KANSAS IMMUNIZATION PROGRAM | give my consent for information contained on this form to be released to the Kansas Immunization
1000 SW Jackson, Suite 210, Topeka, KS 66612-1274 Program for the purpose of assessment and reporting.
PHONE 785-296-5591 FAX 785-296-6510

Parent/Legal Guardian's Signature Date Rev. 1/2016



KANSAS IMMUNIZATION REQUIREMENTS: Based on age of child as of September 1 of current school year.

As per Kansas Statute 72-5209, all children upon entry to school must be appropriately vaccinated. In each column below, vaccines are required for all ages listed in that column.

Pre-Kindergarten Ages 0-4
ACIP Recommended Schedule

Kindergarten through 12th Grade

Birth

2 Months

4 Months

6 Months

12-15 Months

12-23 Months

15-18 Months

6 Months
after 1st dose

HEP B

DTaP/DT
POLIO

HEP B

PCV
ROTAVIRUS

DTaP/DT
POLIO

HIB

PCV
ROTAVIRUS

DTaP/DT
POLIO

HEP B

HIB

PCV
ROTAVIRUS

MMR
VAR
HIB
PCV
HEP A

DTaP/DT

HEP A

ACIP Recommended Schedule
http://www.cdc.gov/vaccines/sche

dules/

DTaP: 5 Doses
a) 4 week minimum interval between first 3 doses; 6 month interval between dose 3
and dose 4
b) 4 doses acceptable if dose 4 given on or after the 4th birthday
c) If dose 4 administered before 4th birthday, 5th dose must be given at 4-6 years
of age

Tdap/Td: 7 years and older
3 doses if no history of any DTaP doses (a-b)

a) 4 week minimum interval between dose 1 (Tdap) and dose 2 (Td); first dose must

be Tdap
b) 6 months between dose 2 (Td) and 3 (Td)
c) Single dose of Tdap for an incomplete primary DTaP series or;
d) Single dose of Tdap required for Grades 7-12

Polio: Grades K - 5, new students and students completing the polio series
All IPV or OPV Schedule
a) 4 week minimum interval between first 3 doses; 6 months interval between dose
3 and dose 4; one dose after 4th birthday
b) 3 doses acceptable, if 4 weeks between dose 1 and 2; 6 months between dose
2 and 3; one dose after 4th birthday

Combination IPV/OPV - 4 doses required

a) 4 week minimum interval between first 3 doses; 6 months interval between
dose 3 and dose 4; one dose after 4th birthday
b) 3 doses not acceptable with combination schedule

Polio: Grades 6 - 12th
All IPV or OPV Schedule

a) 4 doses-4 weeks minimum interval betwen doses regardless of age given
b) 3 doses acceptable -4 weeks minimum interval between dose 1 and dose 2;
dose 3 after 4th birthday

Combination IPV/OPV - 4 Doses required

a) 4 weeks minimum interval regardless of age given

New students and students completing series must have 6 months between
last two doses with one dose after 4th birthday

MMR: 2 doses Grades K - 12th

a) First dose on or after the 1st birthday
b) 28 days minimum interval between doses

Varicella: 2 doses Grades K - 12th
a) First dose on or after the 1st Birthday
b) Second dose must be given at least 28 days after first dose
c) No doses required if prior varicella disease verified by a physician

Varicella-ACIP minimum interval for less than 13 yrs is 3 months; 13 yrs and
older is 4 weeks however, a 28 day interval regardless of age is valid.

Hepatitis B: 3 doses Grades K - 12th
a) 4 week minimum interval between dose 1 and dose 2
b) 8 week minimum interval between dose 2 and dose 3
c) 16 week minimum interval between dose 1 and dose 3
d) Dose 3 must be given after 24 weeks of age

Additional Notes:
- Vaccine doses given up to 4 days before the minimum interval
or age may be considered valid.
- With the exception of Hepatitis B vaccine, immunizations given
before 6 weeks of age are not considered valid.
- Half doses or reduced doses of vaccine are not considered
valid.

A ROSTER WITH THE NAMES OF ALL EXEMPT STUDENTS SHOULD BE MAINTAINED. PARENTS OR GUARDIANS OF EXEMPT CHILDREN SHOULD BE INFORMED THAT THEIR CHILDREN

PARENTS AND/OR GUARDIANS ARE NOT AUTHORIZED TO COMPLETE KCI FORMS.

KCI FORM B - MEDICAL EXEMPTION is located at http://www.kdheks.gov/immunize/imm_manual_pdf/KCI_formB.pdf
BLANK VERSION OF KCI FORM is available at http://www.kdheks.gov/immunize/download/KCI_Form.pdf

SHALL BE EXCLUDED FROM SCHOOL IN THE EVENT OF AN OUTBREAK OR SUSPECTED CASE OF A VACCINE-PREVENTABLE DISEASE.




Vaccines

VACCINE BASICS

Active immunity is protection produced by a person’s own immune system in the form of
antigen induced antibodies and cellular response. When we survive an infection the body
develops this immunity and the protection usually lasts for an individual’s lifetime.

Vaccines are biological substances that cause the body to develop an immunological
response that is similar to the actual infectious disease, but is not a risk to the recipient.
They can do this by using all or part of a microorganism or modified portions such as a
toxoid which then stimulates the body’s immune system. When the entire organism is
intact in the vaccine these may be “attenuated,” inactivated, or genetically engineered.

The length of the immunity provided by the vaccine varies. It may prove lifelong or of

a shorter duration. When lifelong immunity is not developed “booster” immunizations
are required. The recipient’s response is also variable depending on numerous factors.
Because of this a “series” of immunizations separated by a specific duration of time, may
be needed in order to attain adequate protection. A good summary of this information
can be found in the CDC’s PINK BOOK: www.cdc.gov/vaccines/pubs/pinkbook/index.htm.

VACCINE TYPES

Live-attenuated - Vaccines that contain living virus that has been weakened so it doesn’t
cause serious disease. Examples: MMR, Varicella; contraindicated in individuals with
weakened immune systems.

Inactivated - Vaccines that use a killed virus; the virus is killed during the vaccine making
process. Example: polio (IPV); may need multiple doses to get appropriate immunity.

Toxoids - Certain bacteria produce toxins that cause disease. Toxoids are weakened
toxins that produce an immune response, but don’t cause the disease. Example: Tetanus,
Diphtheria.

Subunit Vaccines - These vaccines contain parts of a virus or bacteria instead of the
entire organism. Because of this subunit, the vaccines tend to cause fewer side effects.
Example: Pertussis.

Conjugate - These vaccines protect against bacteria that have an outer polysaccharide
coat that disguises the antigens. The conjugate vaccines link the polysaccharides to the
antigens allowing the recipient to develop an immune response. Example: Haemophilus
Influenzae B.



http://www.cdc.gov/vaccines/pubs/pinkbook/index.htm
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It is not the purpose of this manual to individually review each vaccine that is

available. There are a number of references that this information can be obtained. We
recommend the CDC PINK BOOK from the CDC and the AAP RED BOOK - (aapredbook.
aappublications.org/) from the American Academy of Pediatrics for more specific
information on a specific disease and vaccine. A list of the vaccines made in the U.S. is
provided in Table 1 of this manual (see page 28).

SUBSTANCES FOUND IN VACCINES
Active Antigens - Foreign substances; such as viruses, bacteria, or portions of these
organisms that elicit the body’s immune response.

Conjugating organisms - Proteins linked to the polysaccharides of a bacterial cell wall.
These linkages in turn make the vaccine more potent.

Suspending fluid - Fluid vehicles for the vaccine; these fluids may be sterile water, saline,
or fluid from tissue cultures used to make the vaccine. When tissue culture fluid is used it
may contain proteins and other constituents.

Preservatives - Very small amounts of substances added to vaccines to ensure potency
and sterility.

Adjuvants - Small amounts of substances added to vaccines that increase immunogenicity
and prolong the stimulating effect.

ADMINISTRATION OF VACCINES

The proper techniques to administer vaccines by
injections and other methods is part of the standard
training nursing staff receive, and it is not in the scope
of this manual to repeat it. Suffice it to say that when
administering vaccines these techniques should be
followed. We have listed the individual vaccines in

a table with administration information (Table 2). In
addition, we have included other materials to help
nursing staff including a set of standing orders for the
office which should be utilized (pg. 36).



http://aapredbook.aappublications.org/
http://aapredbook.aappublications.org/

—

ADMINISTRATION OF VACCINES (CONT.)

Immunizing children and infants poses a special set of problems. Children have difficulty
comprehending the need for vaccines and are fearful of “shots.” While parents understand
the need for vaccines they are understandably concerned about the pain and discomfort
the child goes through. This can make for a stressful situation when administering the
vaccines. Here are some tips that can make it easier for the child, parents, and staff during
the process of administering vaccines to children:

Display a positive attitude.

Be honest; don’t tell the child it won’t be painful, but also don’t over emphasize the
pain.

Encourage parents to hold their child. Data shows children do better if the parent
holds them during the immunization. Be prepared to instruct parents on the proper
way to immobilize the child, however, never force a parent to do this if they truly
choose not to.

Have the child sit up. Again, data shows children experience less anxiety if they are
allowed to sit upright.

Distraction; this can be a way to alleviate some of the anxiety.

Breastfeeding; allowing a child to breastfeed during the procedure lessens the time of
crying.

Sweet liquids; from our experience with performing painful procedures in children, we
know that small amounts of sweetened liquids (Sweet-Ease) prior to administration
helps with the pain.

Consider dual administrators. This can make the time of the procedure less and parents
look favorably on this procedure.
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FAQs CONCERNING VACCINE ADMINISTRATION
What is the appropriate spacing of vaccines?

Vaccine doses should not be administered at intervals less than the minimum intervals or
earlier than the minimum age. Table 3 has these intervals for each vaccine.

What if a vaccine dose is given less than the minimum interval?

ACIP recommends that vaccine doses given up to four days before the minimum interval
or age be counted as valid. Doses given five days or more before the minimum age or
interval must be repeated. Immunization programs and/or school entry requirements may
not accept all doses given earlier than the minimum age or interval.

Does administering vaccines past the recommended interval mean the series must start
over?

Because available studies of extended intervals have shown no significant difference in
final titer it is not necessary to restart the series or add doses because of an extended
interval between doses.

What interval is needed between live vaccines not given simultaneously?

If multiple live vaccines (MMR, MMRY, varicella, zoster, yellow fever, live intranasal
influenza vaccine) need to be given and they are not given at the same visit they should
be separated by at least four weeks. This interval is intended to reduce or eliminate
interference from the first vaccine to the vaccine given later.

Can vaccines be administered to a patient receiving Synagis?

Circulating antibodies to a vaccines antigen can have effect on vaccine response.
Inactivated vaccines generally are not affected by circulating antibody to the antigen. Live
attenuated vaccines may be affected by circulating antibody to the antigen. Palivizumab
(Synagis), used for the prevention of respiratory syncytial virus (RSV) infection in infants,
and young children, contains antibody directed only at RSV. This product can be given
any time before or after administration of MMR, or varicella containing vaccines.

Are vaccines made by different manufacturers interchangeable?

Vaccines made by different manufacturers may differ slightly in the components, but
generally can be considered interchangeable. There are some exceptions though such
as some of the Hepatitis B vaccines. Most of the time, it is recommended that if at all
possible, vaccines from the same manufacturer be used in the primary series.
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CONTRAINDICATIONS

There are very few true permanent contraindications to vaccines. Here is a list of
contraindications:

Severe allergic reaction (anaphylaxis) to a vaccine component (specific vaccine).

Encephalopathy of unknown cause that occurs within seven days of the pertussis
vaccination (Pertussis).

Primary Immunodeficiency Syndromes- all live vaccines; check with an Infectious
Disease expert for specific disorders.

History of Intussusception (Rotavirus).

CONDITIONS NOT CONTRAINDICATED

The public and many providers share some common misconceptions about vaccine
contraindications. The following are NOT contraindications:

Mild illness; URIs, ear infections, and diarrhea are not reasons to defer immunizations.

Fever; low grade fevers are also not a cause to postpone vaccinating. There is no set
temperature that ACIP has determined to be used to defer immunization. Clinical
appearance rather than a temperature reading should be used to guide vaccine
administration.

Antibiotic usage.
Exposure to an lliness.

Breastfeeding.

Allergy, not anaphylaxis; if there is an allergy to a vaccine component, such as egg, that
is not anaphylactic, this is not a contraindication.
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COMMON SPECIAL CONSIDERATIONS

Severe reactions after pertussis vaccine - A child who develops fever of 105 or more,

a shock like state, or intractable crying lasting three hours or more within 48 hours of
receiving the pertussis vaccine should have future pertussis immunizations deferred until
adolescence. The vaccine is not, however, contraindicated if the benefits outweigh the
risks.

Preterm and LBW infants - Premature and LBW infants should receive immunizations at
the same chronological age and the same dosages as full term infants.

Pregnancy - Theoretically, vaccines could pose a risk to the developing fetus. If a vaccine
must be given, delaying until the second or third trimester is recommended. All live
vaccines are contraindicated. An exception to this may occur if the exposure is imminent
and the disease poses a greater risk to the fetus and mother than does the vaccine. There
are two immunizations recommended to be given during pregnancy: Tdap and inactivated
Flu Vaccine.

Children in Household with Pregnant Member - As a general rule, children with a pregnant
member in the household can receive all the recommended immunizations including MMR
and Varicella Vaccines.

Corticosteroid Usage - Children frequently, have recently received, or are in the process of
receiving corticosteroids. The route and amount can result in immunosuppression which
may be a contraindication for live vaccine administration.

® Topical therapy, local injection, or aerosolized usage of corticosteroids usually
do not result in immunosuppression and therefore are not a cause to postpone
administration of live attenuated vaccines. If there is clinical or laboratory evidence of
immunosuppression then live vaccines should not be given for at least 1 month after
discontinuation of corticosteroids.

® Physiological doses of corticosteroids are not a contraindication to receiving live
attenuated vaccines.

® Low dose oral steroids defined as < 2mg/kg per day of prednisone, or < 20mg of
prednisone per day in patients over 20Kg weight can receive attenuated live vaccines
during the course of their steroid treatment.

® High dose oral steroids for < 14 days defined as greater than or equal to 2mg/kg per
day or greater than or equal to 20mg/ day in children who weigh more than 20 kg can
be given immediately after discontinuation of the steroids.

® High dose oral steroids for greater than 14 days: see above definition. Children should
wait at least 1 month after discontinuation of steroids before receiving live attenuated
vaccines.
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Children in the Household of Immunocompetent Family Members - Children are frequently
in @ household where immunosuppressed family members reside. As a rule, the current
standard vaccines including the live attenuated ones can be given to the child. There are
two exceptions, Small Pox and Oral Polio Vaccine, neither of which are currently routinely
given in the US. The virus in the MMR is not transmitted. Transmission of the rotavirus
and varicella virus from vaccines is exceedingly rare and is thus recommended. No special
precautions should be given, however if the vaccine recipient develops a rash after the
varicella vaccine the recipient should avoid contact until after the rash has resolved.

Children with Seizures - If a child has a history of seizures or there is family seizure history
there is a slightly increased risk of seizures after the administration of DTP (whole cell),
MMRYV, and when Influenza and PCV13 are given simultaneously. These seizures appear to
be febrile seizures and there has not been any evidence of permanent sequelae. The use
of DTaP (acellular) has decreased the incidence significantly. It is still the recommendation
that until the cause of a recent seizure has been determined pertussis vaccine be deferred.
Separate MMR and varicella vaccine can be given at the appropriate schedules. A family
history of seizures is not in and of itself a reason to defer immunizations.

For more specific question about these and other special populations, refer to AAP
Red Book or CDC Pink Book. We also list a brief table with vaccine precautions and
contraindications.

CDC PINK BOOK - www.cdc.gov/vaccines/pubs/pinkbook/index.ntm
AAP RED BOOK - aapredbook.aappublications.org/



http://www.cdc.gov/vaccines/pubs/pinkbook/index.htm
http://aapredbook.aappublications.org/

U.S. Vaccines

Vaccine Trade Name | Abbreviation Manufacturer Type Route Comments
Adenovirus Type 4 & Type 7.
. . . . Two tablets taken together.
Adenovirus Adenovirus Barr Labs Inc. Live Viral Oral Approved for military populations 17
through 50 years of age.
Anthrax BioThrax AVA _.mBmama Inactivated Bacterial IM
BioSolutions
Daptacel DTaP sanofi Inactivated Bacterial IM Tetanus & Q_uZ:m:.m Sxo_n_m and
acellular pertussis vaccine.
DTaP Infanrix DTaP GlaxoSmithKline Inactivated Bacterial IM Tetanus & Q_u:%m:m Hoxo_nm and
acellular pertussis vaccine.
L i . . Tetanus & diphtheria toxoids and
Tripedia DTaP sanofi Inactivated Bacterial IM acellular pertussis vaccine.
DT Generic DT sanofi Inactivated .wmoﬁm:m_ IM Pediatric formulation (through age 6).
Toxoids
. . . th th
DTaP—IPV Kinrix DTaP-IPV GlaxoSmithKline _:moﬁ_<m~ma. Bacterial & M Licensed for 5° (DTaP) and 4™ (IPV)
Viral booster at 4-6 years.
Inactivated Bacterial & Licensed for doses at 2, 4, & 6
DTaP-HepB-IPV Pediarix DTaP-HepB-IPV | GlaxoSmithKline Viral IM months (through 6 years of age). Not
licensed for boosters.
DTaP-IPV/Hib Pentacel DTaP-IPV/Hib sanofi _:mo:<m~ma. Bacterial & M Licensed for 4 doses at 2, 4, 6, and
Viral 15-18 months.
PRP-OMP. Polysaccharide
PedvaxHIB Hib Merck Inactivated Bacterial M conjugate (mening. protein carrier).
) 2-dose primary series.
ﬂmmm::ﬂﬂﬁ_% eb PRP-T. Polysaccharide conjugate
(Hib) P ActHIB Hib sanofi Inactivated Bacterial IM (tetanus toxoid carrier).
3-dose primary series.
- . . . . Polysaccharide conjugate (tetanus
Hiberix Hib GlaxoSmithKline Inactivated Bacterial IM toxoid carrier). Booster only.
Haemophilus . . .
influenzae type b — Comvax Hib-HepB Merck _:mo:<m:ma. Bacterial & M Should not be used for hepB birth
" Viral dose.
hepatitis B
Pediatric (<18) and adult
formulations.
Hepatitis A Havrix HepA GlaxoSmithKline Inactivated Viral IM Pediatric = 720 EL.U., 0.5mL

Adult =1,440 EL.U., 1.0mL
Minimum age = 1 year
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Vaccine Trade Name | Abbreviation Manufacturer Type Route Comments
Japanese . . . . Licensed for age 17 and older.
encephalitis Ixiaro JE Novartis Inactivated Viral IM 2_dose series.
__,u\_w_ww__m_m. Mumps, M-M-R 1l MMR Merck Live Attenuated Viral SC Minimum age = 12 months
Measles, Mumps, . ) _
Rubella, Varicella ProQuad MMRV Merck Live Attenuated Viral SC Age range = 1 through 12 years.
Menomune MPSV4 sanofi Inactivated Bacterial SC _uo_<mmoo:mq._a.m Awmqooqomvm A CY,
W135). Minimum age = 2 years.
Polysaccharide conjugate (diphtheria
) . . toxoid carrier, serogroups A, C, Y,
. Menactra MCV4 sanofi Inactivated Bacterial IM W135). Age range = 9 months
Meningococcal
through 55 years.
Polysaccharide conjugate (diphtheria
Menveo MCV4 Novartis Inactivated Bacterial IM toxoid om:_mr,\mmmo%acum ACY,
Age range = 2 through 55 years.
Pneumovax 23 PPSV23 Merck Inactivated Bacterial SCor M _uo_<mmon:.mzam Aoo:me:m 23 strains).
Minimum age = 2 yeatrs.
Pneumococcal Polysaccharide conjugate (diphtheria
Prevnar 13 PCV13 Wyeth Inactivated Bacterial IM protein om:_mﬁuoo:ﬁm_:w 13 strains).
Age ranges = 6 months through
5 years and 50 years & older.
Polio Ipol 1PV sanofi Inactivated Viral SCorIM Trivalent, Types 1, 2, 3
Imovax Rabies sanofi Inactivated Viral IM
Rabies
RabAvert Chiron Inactivated Viral M
Pentavalent. First dose between 6
Rota Teq RV5 Merck Live Viral Oral weeks and 14 Emmxm 6 days;
complete 3-dose series by 8 months
. 0 days.
Rotavirus -
Monovalent. First dose between 6
. - . . weeks and 14 weeks 6 days;
Rotarix RV1 GlaxoSmithKline Live Viral Oral complete 2-dose series by 8 months
0 days.
Decavac Td sanofi Inactivated .wmoﬁm:m_ IM Adult formulation (age 7 and older).
Toxoids
Tetanus — . ) Inactivated Bacterial :
(reduced) Diphtheria Tenivac Td sanofi Toxoids IM Adult formulation (age 7 and older).
. Massachusetts Inactivated Bacterial .
(Generic) Td Biological Labs Toxoids IM Adult formulation (age 7 and older).
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Administering Vaccines: Dose, Route, Site, and Needle Size

Vaccine Dose Route Injection Site and Needle Size
Diphtheria, Tetanus, Pertussis 05 mL M Subcutaneous (SC) injection
(DTaP, DT, Tdap, Td) ' Use a 23-25 gauge needle. Choose the injection site that is
Haemophilus influenzae type b (Hib) 05mL IM appropriate to the person’s age and body mass.
Hepatitis A (HepA) =18yrs 05mL M Age Ililsgdtlﬁ Injection Site
>19yrs; 1.0 mL 9
) . 5/m Fatty tissue over anterolat-
Hepatitis B (HepB) <19rs 0.5mL Infants (1-12 mos) 7 eral thigh muscle
*Persons 11-15 yrs may be given Recombivax Hp =20 'S 10 ML M
(Merck) 1.0 mL adult formulation on a 2-dose schedule. Children 12 mos or older, 5/ Fatty tissue over anterolat-
: _ adol ts. and adults % eral thigh muscle or fatty
Human papillomavirus (HPV) 0.5mL M ' tissue over triceps
Influenza, live attenuated (LAIV) 0.2mL Intrana- Intramuscular (IM) injection
sal spray Use a 22-25 gauge needle. Choose the injection site and needle
) ) ) 6-35 mos: 0.25 mL length appropriate to the person’s age and body mass.
Influenza, trivalent inactivated (TIV) M
>3yrs. 0.5 mL Age Il:leedltre] Injection Site
TIV: Fluzone intradermal (18-64 yrs) 0.1mL ID engt
Measles, Mumps, Rubella (MMR) 0.5 mL sc Newborns (1% 28 days) 5"* | Anterolateral thigh muscle
Meningococcal - conjugate (MCV) 0.5mL IM Infants (1-12 mos) 1" Anterolateral thigh muscle
Meningococcal — polysaccharide (MPSV 0.5mL SC
g p- Y ( ) Toddlers (12 yrs) 1-1v,' | Anterolateral thigh muscle
Pneumococcal conjugate (PCV) 0.5mL IM y 5—1"* | or deltoid muscle of arm
Pneumococcal polysaccharide (PPSV) 0.5mL IM or SC
Polio. Inactivated (IPV Children & teens %—1"* | Deltoid muscle of arm or
olio, inactivated (IPV) 05mL IM or SC (3-18 years) 1"-1%"| anterolateral thigh muscle
. Rotarix: 1.0 mL
Rotavirus (RV) Ora
Rotateq; 2.0 mL Adults 19 yrs or older
Varicella (Var) 0.5mL sC :\Aalehor fir;(?lli 5-1"* | Deltoid muscle of arm
Zoster (Zos) 0.65 mL sc | flestend0ls )
Combination Vaccines Female 130200 |bs 1-1v5' | Deltoid muscle of arm
DTaP-HepB-1PV (Pediarix) Male 130-260 Ibs
DTaP-IPV/Hib (Pentacel) [
DTaP-IPV (Kinrix) 0.5mL M ;?alz(as%i%lbs 1¥%' | Deltoid muscle of arm
Hib-HepB (Comvax) € S
< - 0. *A 5/g" needle may be used for patients weighing less than 130 Ibs (<60 kg) for IM
MMRYV (ProQuad) s12yrs 0.5mL SC injection in the deltoid muscle only if the skin is stretched tight, the subcutaneous
HepA-HepB (Twinrix) >18yrs. 1.0 mL M tissue is not bunched, and the injection is made at a 90-degree angle.

Intramuscular (IM) injection

90° angle

S

45° angle

Subcutaneous (SC) injection

n

Intradermal (ID) administration
of Fluzone ID vaccine

Intranasal (IN) administration
of FluMist (LAIV) vaccine

90° angle

Administer _____, L‘_f
in area of

deltoid

/

(8 /\B

e

Please note: Always refer to the package insert included with each biologic for complete vaccine administration information. CDC’s Advisory Committee
on Immunization Practices (ACIP) recommendations for the particular vaccine should be reviewed as well (see www.immunize.org/acip).

Technical content reviewed by the Centers for Disease Control and Prevention

www.immunize.org/catg.d/p3085.pdf ¢ Item #P3085 (7/12)
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Check YourVials: = iz

Tda )& Tetanus, Reduced Diphtheria, Acellular

ADACEL™ (sanofi pasteur)
Ages 11-64 years

ACIP recommends a dose of Tdap for those over 7 years of age without a complete DTaP series

or T

Preteens - Adults

Kansas

Department of Health
and Environment

Boostrix® (GlaxoSmithKline)
Ages 10 years and older

ﬁTaP: Diphtheria, Tetanus, Acellular Pe

DAPTACEL® (sanofi pasteur)
Ages 6 weeks up to 7 years

TRIPEDIA® (sanofi pasteur)
Ages 6 weeks up to 7 years

Td S Teta

Td (sanofi pasteur)
Ages 7 years and older

Infants - Young Children

Infanrix® (GlaxoSmithKline)
Ages 6 weeks up to 7 years

Pediarix® (GlaxoSmithKline)
Ages 6 weeks up to 7 years

Pentacel® (sanofi pasteur)
Ages 6 weeks up to 5 years

Kinrix® (GlaxoSmithKline)
Ages 4 years through 6 years

Age indications for use of products in the VFC program may differ
from age indications on this guide or in the package inserts.

Questions: 785-296-5592 or email immreporting@kdheks.gov

California Department of Public Health, Immunization Branch & Kansas Immunization Program of KDHE

VFCAE (7/2011)
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Recommended and Minimum Ages and Intervals Between Doses

Vaccine and dose number Recomm_ended Minim_um age ﬁfg?vgmgnndeii inttle\/rI:/r<]'::In':cl)J r:l]ext
age for this dose for this dose dose dose
Hepatitis B (HepB)-1° Birth Birth 1-4 months 4 weeks
HepB-2 1-2 months 4 weeks 2-17 months 8 weeks
HepB-3* 6-18 months 24 weeks — —
Diphtheria-tetanus-acellular pertussis (DTaP)-1° 2 months 6 weeks 2 months 4 weeks
DTaP-2 4 months 10 weeks 2 months 4 weeks
DTaP-3 6 months 14 weeks 6-12 months 6 months®>®
DTaP-4 15-18 months 12 months 3 years 6 months®
DTaP-5 4-6 years 4 years — —
Haemophilus influenzae type b (Hib)-1%’ 2 months 6 weeks 2 months 4 weeks
Hib-2 4 months 10 weeks 2 months 4 weeks
Hib-3° 6 months 14 weeks 6-9 months 8 weeks
Hib-4 12-15 months 12 months — —
Inactivated poliovirus (IPV)-1° 2 months 6 weeks 2 months 4 weeks
IPV-2 4 months 10 weeks 2-14 months 4 weeks
IPV-3 6-18 months 14 weeks 3-5 years 6 months
IPV-4° 4-6 years 4 years — —
Pneumococcal conjugate (PCV)-1’ 2 months 6 weeks 8 weeks 4 weeks
PCV-2 4 months 10 weeks 8 weeks 4 weeks
PCV-3 6 months 14 weeks 6 months 8 weeks
PCV-4 12-15 months 12 months — —
Measles-mumps-rubella (MMR)-1 12-15 months 12 months 3-5 years 4 weeks
MMR-2"° 4-6 years 13 months — —
Varicella (Var)-1"° 12-15 months 12 months 3-5 years 12 weeks™
Var-2'° 4-6 years 15 months — —
Hepatitis A (HepA)-1 12-23 months 12 months 6-18 months® 6 months®
HepA-2 >18 months 18 months — —
Influenza, inactivated (TIV)™ >6 months 6 months™ 1 month 4 weeks
Influenza, live attenuated (LAIV)* 2-49 years 2 years 1 month 4 weeks
Meningococcal conjugate (MCV4)-1* 11-12 years 2 years 4-5 years 8 weeks
11 years
MCV4-2 16 years 8 %eeks) — —
Meningococcal polysaccharide (MPSV4)-1" — 2 years™ 5 years 5 years
MPSV4-2 — 7 years — —
Tetanus-diphtheria (Td) 11-12 years 7 years 10 years 5 years
Tetanus-diphtheria-acellular pertussis (Tdap)*® >11 years 7 years — —
Pneumococcal polysaccharide (PPSV)-1 — 2 years 5 years 5 years
PPSV-2Y — 7 years — —
Human papillomavirus (HPV)-1*° 11-12 years 9 years 2 months 4 weeks
HPV-2 (ilzlégr?;r:) ( +94)</$:§<s) 4 months 12 weeks™
11-12 years 9 years
HPV-3" (+6 mgnths) (+24yweeks) = =
Rotavirus (RV)-1* 2 months 6 weeks 2 months 4 weeks
RV-2 4 months 10 weeks 2 months 4 weeks
Rv-3% 6 months 14 weeks — —
Herpes zoster® >60 years 60 years — —




1 Combination vaccines are available. Use of licensed combination vaccines is generally preferred to separate injections of their
equivalent component vaccines. When administering combination vaccines, the minimum age for administration is the oldest age for
any of the individual components; the minimum interval between doses is equal to the greatest interval of any of the individual
components.

2 Information on travel vaccines including typhoid, Japanese encephalitis, and yellow fever, is available at www.cdc.govi/travel.
Information on other vaccines that are licensed in the US but not distributed, including anthrax and smallpox, is available at

www.bt.cdc.gov.

3 Combination vaccines containing a hepatitis B component (Comvax, Pediarix, and Twinrix) are available. These vaccines should
not be administered to infants younger than 6 weeks because of the other components (i.e., Hib, DTaP, HepA, and IPV).

4 HepB-3 should be administered at least 8 weeks after HepB-2 and at least 16 weeks after HepB-1, and should not be
administered before age 24 weeks.

5 Calendar months.

6 The minimum recommended interval between DTaP-3 and DTaP-4 is 6 months. However, DTaP-4 need not be repeated if
administered at least 4 months after DTaP-3.

7 Children receiving the first dose of Hib or PCV vaccine at age 7 months or older require fewer doses to complete the series.
8 If PRP-OMP (Pedvax-Hib) was administered at ages 2 and 4 months, a dose at age 6 months is not required.

9 A fourth dose is not needed if the third dose was administered on or after the 4" birthday and at least 6 months after the previous
dose.

10 Combination measles-mumps-rubella-varicella (MMRV) vaccine can be used for children aged 12 months through 12 years. (See
CDC. General recommendations on Immunization: recommendations of the ACIP. MMWR 2011;60[No. RR-2],7.)

11 For persons beginning the series on or after the 13" birthday, the minimum interval from varicella-1 to varicella-2 is 4 weeks.

12 One dose of influenza vaccine per season is recommended for most people. Children younger than 9 years of age who are receiving
influenza vaccine for the first time should receive 2 doses this season. See current influenza recommendations for other factors
affecting the decision to administer one vs. two doses to children younger than 9 years.

13 The minimum age for inactivated influenza vaccine varies by vaccine manufacturer and formulation. See package inserts for vaccine-
specific minimum ages.

14 Revaccination with meningococcal vaccine is recommended for previously vaccinated persons who remain at high risk for
meningococcal disease. (See CDC. Updated recommendations from the ACIP for vaccination of persons at prolonged increased risk
for meningococcal disease. MMWR 2009;58:[1042-3])

15 Menactra may be given as young as 9 months for high-risk children.

16 Only one dose of Tdap is recommended. Subsequent doses should be given as Td. For one brand of Tdap (Adacel), the minimum
age is 11 years. For management of a tetanus-prone wound in a person who has received a primary series of a tetanus-toxoid
containing vaccine, there is no minimum interval between a previous dose of any tetanus-containing vaccine and Tdap.

17 A second dose of PPSV 5 years after the first dose is recommended for persons <65 years of age at highest risk for serious
pneumococcal infection, and for those who are likely to have a rapid decline in pneumococcal antibody concentration. (See CDC.
Prevention of pneumococcal disease: recommendations of the ACIP. MMWR 1997;46[No. RR-8].)

18 Bivalent HPV vaccine (Cervarix) is approved for females 10 through 25 years of age. Quadravalent HPV vaccine (Gardasil) is
approved for males and females 9 through 26 years of age.

19 The minimum age for HPV-3 is based on the baseline minimum age for the first dose (108 months) and the minimum interval of 24
weeks between the first and third doses. Dose 3 need not be repeated if it is given at least 16 weeks after the first dose (and if the
intervals between doses 1 and 2 and doses 2 and 3 are maintained at 4 weeks and 12 weeks, respectively).

20 The first dose of rotavirus must be administered between 6 weeks 0 days and 14 weeks 6 days. The vaccine series should not be
started after age 15 weeks 0 days. Rotavirus should not be administered to children older than 8 months 0 days, regardless of the
number of doses received before that age.

21 If two doses of Rotarix are administered as age appropriate, a third dose is not necessary.

22 Herpes zoster vaccine is recommended as a single dose for persons 60 years of age and older.




Guide to Contraindications and Precautions! to Commonly Used Vaccines* (Page 1 of 2)

Vaccine

Contraindications

Precautions?

Hepatitis B (HepB)

« Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Moderate or severe acute illness with or without fever
+ Infant weighing less than 2000 grams (4 Ibs, 6.4 0z)?

Rotavirus
(RV5 [RotaTeq],
RV1 [Rotarix])

« Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Severe combined immunodeficiency (SCID)
* History of intussusception

+ Moderate or severe acute illness with or without fever
+ Altered immunocompetence other than SCID

+ Chronic gastrointestinal disease®

+ Spina bifida or bladder exstrophy?

Diphtheria, tetanus,
pertussis (DTaP)

Tetanus, diphtheria,
pertussis (Tdap)

+ Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Encephalopathy (e.g., coma, decreased level of conscious-
ness, prolonged seizures) not attributable to another identifi-
able cause within 7 days of administration of previous dose of
DTP or DTaP (for DTaP); or of previous dose of DTP, DTaP, or
Tdap (for Tdap)

+ Moderate or severe acute illness with or without fever

+ Guillain-Barré syndrome (GBS) within 6 weeks after a previous
dose of tetanus toxoid-containing vaccine

« History of arthus-type hypersensitivity reactions after a previous
dose of tetanus or diphtheria toxoid-containing vaccine; defer vac-
cination until at least 10 years have elapsed since the last tetanus-
toxoid containing vaccine

* Progressive or unstable neurologic disorder (including infantile
spasms for DTaP), uncontrolled seizures, or progressive encepha-
lopathy until a treatment regimen has been established and the
condition has stabilized

For DTaP only:

+ Temperature of 105° F or higher (40.5° C or higher) within
48 hours after vaccination with a previous dose of DTP/DTaP

+ Collapse or shock-like state (i.e., hypotonic hyporesponsive epi-
sode) within 48 hours after receiving a previous dose of DTP/DTaP

+ Seizure within 3 days after receiving a previous dose of DTP/DTaP

* Persistent, inconsolable crying lasting 3 or more hours within
48 hours after receiving a previous dose of DTP/DTaP

Tetanus, diphtheria
(DT, Td)

+ Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Moderate or severe acute iliness with or without fever

+ GBS within 6 weeks after a previous dose of tetanus toxoid-
containing vaccine

« History of arthus-type hypersensitivity reactions after a previous
dose of tetanus or diphtheria toxoid-containing vaccine; defer
vaccination until at least 10 years have elapsed since the last
tetanus-toxoid containing vaccine

Haemophilus influ-
enzae type b (Hib)

« Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Age younger than 6 weeks

+ Moderate or severe acute iliness with or without fever

Inactivated poliovirus
vaccine (IPV)

« Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Moderate or severe acute illness with or without fever
* Pregnancy

Pneumococcal
(PCV or PPSV)

+ For PCV13, severe allergic reaction (e.g., anaphylaxis) after a
previous dose (of PCV7, PCV13, or any diphtheria toxoid-con-
taining vaccine) or to a vaccine component (of PCV7, PCV13,
or any diphtheria toxoid-containing vaccine)

* For PPSV, severe allergic reaction (e.g., anaphylaxis) after a
previous dose or to a vaccine component

+ Moderate or severe acute iliness with or without fever

Measles, mumps,
rubella (MMR)*

« Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Known severe immunodeficiency (e.g., from hematologic and
solid tumors, receiving chemotherapy, congenital immunode-
ficiency, or long-term immunosuppressive therapy® or patients
with HIV infection who are severely immunocompromised)®

* Pregnancy

+ Moderate or severe acute illness with or without fever

* Recent (within 11 months) receipt of antibody-containing blood
product (specific interval depends on product)’

+ History of thrombocytopenia or thrombocytopenic purpura
+ Need for tuberculin skin testing®

Technical content reviewed by the Centers for Disease Control and Prevention, March 2012,

www.immunize.org/catg.d/p3072a.pdf ¢ Item #P3072a (3/12)
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Guide to Contraindications and Precautions! to Commonly Used Vaccines* (continued)

(Page 2 of 2)

Vaccine

Contraindications

Precautions?

Varicella (Var)*

+ Severe allergic reaction (e.g., anaphylaxis) after a previous dose or
to a vaccine component

+ Known severe immunodeficiency (e.g., from hematologic and solid
tumors, receiving chemotherapy, congenital immunodeficiency, or
long-term immunosuppressive therapy® or patients with HIV infection
who are severely immunocompromised)®

* Pregnancy

» Moderate or severe acute illness with or without fever

+ Recent (within 11 months) receipt of antibody-containing
blood product (specific interval depends on product)’

* Receipt of specific antivirals (i.e., acyclovir, famciclovir,
or valacyclovir) 24 hours before vaccination, if possible;
delay resumption of these antiviral drugs for 14 days after
vaccination.

Hepatitis A (HepA)

« Severe allergic reaction (e.g., anaphylaxis) after a previous
dose or to a vaccine component

+ Moderate or severe acute illness with or without fever
* Pregnancy

Influenza, injectable
trivalent (TIV)

+ Severe allergic reaction (e.g., anaphylaxis) after a previous dose of
any influenza vaccine or to a vaccine component, including egg protein

+ Moderate or severe acute illness with or without fever
+ History of GBS within 6 weeks of previous influenza vaccine

Influenza, live atten-
uated (LAIV)*

+ Severe allergic reaction (e.g., anaphylaxis) after a previous dose or
to a vaccine component, including egg protein

+ Possible reactive airways disease in a child age 2 through 4 years
(e.g., history of recurrent wheezing or a recent wheezing episode)

* Immune suppression

« Certain chronic medical conditions such as asthma, diabetes, heart
or kidney disease®

* Pregnancy

+ Moderate or severe acute illness with or without fever

+ History of GBS within 6 weeks of previous influenza vaccine

* Receipt of specific antivirals (i.e., amantadine, rimantadine,
zanamivir, or oseltamivir) 48 hours before vaccination, if
possible; avoid use of these antiviral drugs for 14 days
after vaccination.

Human papilloma-
virus (HPV)

+ Severe allergic reaction (e.g., anaphylaxis) after a previous dose or
to a vaccine component

+ Moderate or severe acute illness with or without fever
* Pregnancy

Meningococcal:
conjugate (MCV4);
polysaccharide (MPSV4)

+ Severe allergic reaction (e.g., anaphylaxis) after a previous dose or
to a vaccine component

» Moderate or severe acute illness with or without fever

Zoster (Zos)

+ Severe allergic reaction (e.g., anaphylaxis) after a previous dose or
to a vaccine component

+ Known severe immunodeficiency (e.g., from hematologic and solid tu-
mors, receipt of chemotherapy, or long-term immunosuppressive therapy*
or patients with HIV infection who are severely immunocompromised).

» Moderate or severe acute illness with or without fever

+ Receipt of specific antivirals (i.e., acyclovir, famciclovir,
or valacyclovir) 24 hours before vaccination, if possible;
delay resumption of these antiviral drugs for 14 days after
vaccination.

* Pregnancy

Footnotes

1. Vaccine package inserts and the full ACIP recommendations for these vaccines
should be consulted for additional information on vaccine-related contraindications
and precautions and for more information on vaccine excipients. Events or conditions
listed as precautions should be reviewed carefully. Benefits of and risks for administer-
ing a specific vaccine to a person under these circumstances should be considered.
If the risk from the vaccine is believed to outweigh the benefit, the vaccine should
not be administered. If the benefit of vaccination is believed to outweigh the risk, the
vaccine should be administered. Whether and when to administer DTaP to children
with proven or suspected underlying neurologic disorders should be decided on a
case-by-case basis.

2. Hepatitis B vaccination should be deferred for preterm infants and infants weighing less
than 2000 g if the mother is documented to be hepatitis B surface antigen (HBsAg)-neg-
ative at the time of the infant's birth. Vaccination can commence at chronological age 1
month or at hospital discharge. For infants born to women who are HBsAg-positive, hepa-
titis B immunoglobulin and hepatitis B vaccine should be administered within 12 hours of
birth, regardless of weight.

3. For details, see CDC. “Prevention of Rotavirus Gastroenteritis among Infants and Chil-
dren: Recommendations of the Advisory Committee on Immunization Practices. (ACIP)”
MMWR 2009;58(No. RR-2) at www.cdc.gov/vaccines/pubs/acip-list.htm.

4. LAIV, MMR, and varicella vaccines can be administered on the same day. If not adminis-

tered on the same day, these vaccines should be separated by at least 28 days.

. Substantially immunosuppressive steroid dose is considered to be 2 weeks or more of

daily receipt of 20 mg (or 2 mg/kg body weight) of prednisone or equivalent.

. HIV-infected children may receive varicella and measles vaccine if CD4+ T-lymphocyte

count is >15%. (Source: Adapted from American Academy of Pediatrics. Passive Immu-
nization. In: Pickering LK, ed. Red Book: 2009 Report of the Committee on Infectious
Diseases. 28th ed. Elk Grove Village, IL: American Academy of Pediatrics: 2009.)

. Vaccine should be deferred for the appropriate interval if replacement immune globulin

products are being administered (see Table 5 in CDC. “General Recommendations on
Immunization: Recommendations of the Advisory Committee on Immunization Practices
(ACIP)" at www.cdc.gov/vaccines/pubs/acip-list.htm.)

. Measles vaccination might suppress tuberculin reactivity temporarily. Measles-containing

vaccine can be administered on the same day as tuberculin skin testing. If testing cannot
be performed until after the day of MMR vaccination, the test should be postponed for at
least 4 weeks after the vaccination. If an urgent need exists to skin test, do so with the
understanding that reactivity might be reduced by the vaccine.

. For details, see CDC. “Prevention and Control of Influenza: Recommendations of the Ad-

visory Committee on Immunization Practices (ACIP), 2010. MMWR 2010;59(No. RR-8),
available at www.cdc.gov/vaccines/pubs/acip-list.htm.

*Adapted from “Table 6. Contraindications and Precautions to Commonly Used Vaccines” found in: CDC. “General Recommendations on Immunization: Recommendations of the Advisory Committee on Immunization Practices
(ACIP).” MMWR 2011; 60(No. RR-2), p. 40-41, and from Atkinson W, Wolfe S, Hamborsky J, eds. Appendix A. Epidemiology and Prevention of Vaccine-Preventable Diseases (www.cdc.gov/vaccines/pubs/pinkbook/index.html).

More information on vaccine components, contraindications, and precautions also is available from specific vaccine package inserts and ACIP recommendations for specific vaccines, and is summarized in Atkinson W,
Wolfe S, Hamborsky J, eds. Epidemiology and Prevention of Vaccine-Preventable Diseases. 12th ed. Washington, DC: Public Health Foundations, 2011 (www.cdc.gov/vaccines/pubs/pinkbook/index.html).
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Recording and Documentation

One of the most important aspects of vaccine administration is accurate documentation
of the immunizations a child receives. Providers should maintain accurate, up to date and
easily retrievable records of a patient’s immunization history. The reasons are obvious.
Accurate records make sure that under immunized children will receive the correct vaccine
in a timely fashion and immunizations are not duplicated. Not only is this good medical
practice, but the law requires that:

“Health-care providers who administer vaccines covered by the National Childhood
Vaccine Injury Act are required to ensure that the permanent medical record of

the recipient (or a permanent office log or file) indicates the date the vaccine was
administered, the vaccine manufacturer, the vaccine lot number, and the name,
address, and title of the person administering the vaccine. In addition, the provider is
required to record the edition date of the VIS distributed and the date those materials
were provided.” (MMWR; vol. 60, #2)

A number of sources including KDHE and the AAP have one page standardized forms that
include all of the necessary information and are included in this manual (Immunization
Administration Chart). Providers with EHRs need to make sure their systems have this
information also included.

Physicians should also include documentation of signed informed consent, screening
guestions, and receipt of VIS statements. Again there are forms that include all of these
on a single sheet and samples are included in this manual (Vaccine Documentation/
Consent Form).

Parents and guardians should also be provided a copy of the immunization records either
in a booklet or standardized form. This should be updated at each visit. The importance
of these records needs to be impressed upon the caregiver.

IMMUNIZATION REGISTRY - KSWEBIZ

Immunization registries, now known as Immunization Information Systems (lIS), are
computerized systems that collect immunization information from multiple sources into a
state wide database. These data bases are confidential, but allow access of an individual’s
immunization information to health care providers, public health entities, and schools.
These systems help prevent duplicate vaccinations, limit missed appointments, reduce
vaccine waste, and reduce staff time required to produce or locate vaccination records or
certificates.

In Kansas, the lIS is known as KSWeblZ. KSWeblZ has been functional since 2005. Since
that time, KSWeblZ has been steadily expanding the number of providers who are part of
the system. For information on how to become a part of KSWeblZ contact the program
at: immregistry@kdheks.gov.




IMMUNIZATION ADMINISTRATION CHART - CHILD

Clinic/Provider Name & Address:

NAME:

BIRTHDATE:

ADDRESS:

CITY:

STATE: ZIP:

PHONE #:

| agree to allow this health care provider to release information on vaccinations given to me, or to the person for whom | am authorized to consent, to the
Kansas Immunization Program, other health care providers, and schools to avoid the need for unnecessary repeat vaccinations and to provide information on
what immunizations have been received. | understand | am not required to agree to the release of this information in order to receive vaccinations today.

| have been offered a copy of the Vaccine Information Statement(s) (VIS) checked below. | have read, had explained to me, and understand the information in
the VIS(s). | ask that the vaccine(s) checked below be given to me or to the person named below for whom | am authorized to make this request. | consent to
inclusion of this immunization data in the Kansas Immunization Registry for myself or on behalf of the person named below.

VACCINE DATE SIGNATURE OF RECIPIENT OF VACCINE VACCINE VACCINE EXP SITE NAME/TITLE OF VIS PUB | VFC/CHD
(CIRCLE CHOICE) GIVEN OR PERSON AUTHORIZED TO REQUEST MANUF. LOT NO. DATE GIVEN ADMINISTRATOR DATE CODES
DTaP/DTP/DT1 LVL RVL
LD RD
DTaP/DTP/DT2 LVL RVL
LD RD
DTaP/DTP/DT3 LVL RVL
LD _RD
DTaP/DTP/DT4 LD RD
DTaP/DTP/DT5 LD RD
Td LD RD
Td LD RD
Td or Tdap LD RD
Polio 1 LSQ RS
O%AL Q
Polio 2 LSO RS
O%AL Q
Polio 3 LSQ RS
O%AL Q
Polio 4 LSO RS
O%AL Q
MMR/MMR-V 1 LSQ RSQ
MMR/MMR-V 2 LSQ RSQ
Hib 1 LVL RVL
LD RD
Hib 2 LVL RVL
LD __RD
Hib 3 LVL RVL
LD RD
Hib 4 LD RD
Hep A LVL RVL LD RD
Hep A2 LVLRVL LD RD
Hep B 1 LVL RVL
LD __RD
Hep B2 LVL RVL
LD RD
Hep B3 LVL RVL
LD RD
HPV LVL RVL
LD __RD
HPV LVL RVL
LD __RD
HPV LVL RVL
LD RD
Varicella 1 LSQ RSQ
Varicella 2 LSQ RSQ
Pneumo-conj 1 LVL RVL
LD RD
Pneumo-conj 2 LVL RVL
LD RD
Pneumo-conj 3 LVL RVL
LD RD
Pneumo-conj 4 LVL RVL
LD RD
Pneumo-conj 5 LVL RVL
LD RD
Meningo-conj 1 LD RD
Meningo-conj 2 LD RD
Rotavirus 1 ORAL
Rotavirus 2 ORAL
Rotavirus 3 ORAL

ES: 1=T19-MED, 2 =Uninsured, 3 = Native American or Alaskan Native,
4 =T21-SCHIP, 5 = Under Insured (RHC/FQHC only)

CHD CODES: 6 = Under Served, 7 =Under Insured (RHC/FQHC only)

Index




IMMUNIZATION ADMINISTRATION CHART - ADULT Clinic/Provider Name & Address:

NAME: BIRTHDATE:
1.D. NUMBER: M F TELEPHONE NUMBER:
ADDRESS: CITY: STATE: ZIP:

| agree to allow this health care provider to release information on vaccinations given to me, or to the person for whom | am authorized to consent,
to the Kansas Immunization Program, other health care providers, and schools to avoid the need for unnecessary repeat vaccinations and to
provide information on what immunizations have been received. | understand | am not required to agree to the release of this information in order
to receive vaccinations today.

| have been offered a copy of the Vaccine Information Statement(s) (VIS) checked below. | have read, had explained to me, and understand the
information in the VIS(s). | ask that the vaccine(s) checked below be given to me or to the person named below for whom | am authorized to make
this request. | consent to inclusion of this immunization data in the Kansas Immunization Registry for myself or on behalf of the person named
below.

VACCINE DATE SIGNATURE OF RECIPIENT OF VACCINE OR VACCINE VACCINE EXP SITE NAME/TITLE VIS PUB
(CIRCLE CHOICE) GIVEN PERSON AUTHORIZED TO REQUEST MANUF. LOT NO. DATE GIVEN OF ADMINISTRATOR DATE
Td LD RD
Td LD RD
Td__or_Tdap LD _RD
PV 1 LD RD
IPV 2 LD RD
IPV 3 LD RD
MMR LSQ RSQ
MMR LSQ RSQ
Influenza 1 LD RD
Influenza 2 LD RD
Influenza 3 LD RD
Influenza 4 LD RD
Pneumococcal 1 SQorIM
Pneumococcal 2 SQor IM
Meningo-conj 1 LD RD
Meningo-conj 2 LD RD
Hep A1l LD RD
Hep A2 LD RD
HepB1 LD RD
Hep B 2 LD RD
Hep B 3 LD RD
HPV LD RD
HPV LD RD
HPV LD RD
Varicella 1 LSQ RSQ
Varicella 2 LSQ RSQ
OTHER IMMUNIZATIONS
Typhoid
Cholera
Yellow Fever
Other
SIGNATURE SIGNATURE
DATE OF DATE DATE OF DATE
TB TEST GIVEN PROVIDER READ RESULT TEST GIVEN PROVIDER READ RESULT
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VACCINE DOCUMENTATION/CONSENT FORM

| have been offered a copy of the Vaccine Information Statement(s) (VIS) checked below.

understand the information in the VIS(s). | ask that the vaccine(s) checked below be given to me or to the person named below for whom

| have read, had explained to me, and

| am authorized to make this request. | consent to inclusion of this immunization data in the Kansas Immunization Registry for myself or
on behalf of the person named below.

DDT DDTaP DTdap DTd DHepA DHepB DHib DHPV Dlnﬂuenza DMeningococcaI
DMMR DPCV7/13 DPPVZS DPoIiollPV DRotavirus DVariceIIa DOther

Signature of Patient or Parent/Guardian Date
PATIENT INFORMATION
Patient’s Last Name: Patient’s First Name: Phone Number: Age: Birth date:
Street Address: City: County: State: Zip Code:

Race: (Select one or more.)

Ethnicity:  Hispanic or Latino ____AS-Asian/Pacific Islander/Other ___HA-Hawaiian
—__Yes ___No ___BL-Black or African American ____IN-Native American/Alaska Native
___ CA-Caucasian/Mexican/Puerto Rican _JA-Japanese
Gender __ CH-Chinese __ NW-Other Non-White
___Male ___ Female __ FI-Filipino __UN-Unknown
Primary Care Physician: Street Address: State: Phone:
City: Zip: Fax:
PATIENT ELIGIBILITY
__T19-MED| __No health insurance | __ Native Am/Alaska Native | __Underinsured** | _ Underserved**" | __ T21-SCHIP __Fully Insured

free or reduced-price school lunch program.

*Underinsured children: insurance does not cover immunizations. Eligible through VFC program if vaccinated at a FQHC, RHC or county health department.
**Underserved children: Are not VFC eligible. May only be vaccinated with KIP vaccines needed at school entry at a county health department if enrolled in federal

IMMUNIZATION SCREENING QUESTIONNAIRE

_yes _ no

1. Is the person to be vaccinated currently sick or experiencing a high fever?

_yes __no
2. Has the person to be vaccinated had a serious reaction to a vaccine in the past?

_yes _no
3. Does the person to be vaccinated have any allergies that produce a severe (anaphylactic) reaction?

_yes __no
4. Has the person to be vaccinated had a seizure or other neurological problem?

_yes __no
5. Does the person to be vaccinated have any medical problems that make it hard for him/her to fight infection?
6. Does the person to be vaccinated have close, regular contact with someone with a weakened immune system? —yes _no

_yes __no
7. Is the person taking cortisone, prednisone, other steroids, or anti-cancer drugs, or had x-ray treatments?

_yes _no
8. Has the person to be vaccinated received blood, plasma, or immune globulin in the past twelve months?

_yes _no
9. Is the person to be vaccinated pregnant or thinking of becoming pregnant within the next three months?

IMM-51
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NAME AGE DOB
PROVIDER INFORMATION
Vaccine Provider: Clinic Site:
Street Address: State: Zip Code: Street Address: State: Zip Code:
ircle the appropriate vaccine, dose, extremity, site, route, and enter the manufacturer, lot #, and expiration date.
(Circle the appropri ine, d ity, si d h It lot #, and expiration date.)
FOR CLINICAL USE ONLY
VIS MANUFACTURER EXP
VACCINE DOSE EXT SITE ROUTE DATE LOT # DATE
DTaP DT 0.5mlL RT Deltoid
Td Tdap 123456 LT Vastus Lat IM
DTaP/IPV 0.5mL RT Deltoid
5th DTaP--4th IPV LT Vastus Lat IM
0.5 mL RT Deltoid
DTaP/HepB/IPV 12 3 LT | Vastus Lat IM
0.5mL ’
. RT Deltoid
DTaP/Hib/IPV 1.2 3 4 LT | Vastus Lat IM
0.5 mL .
. RT Deltoid
DTaP/Hib 4 LT Vastus Lat M
05mL  1.0mL RT Deltoid
Hep A 1 2 LT Vastus Lat M
Hep B 1 2 3 LT Vastus Lat IM
0.5 mL !
. RT Deltoid
Hep B/Hib 12 3 LT | VastusLat IM
Hib 0.5 mL RT Deltoid
1 2 3 4 LT Vastus Lat M
0.5 mL RT
HPV
1 2 3 LT Deltoid M
Influenza 0.1mL 0.2mL 0.25mL 0.50mL | RT Upper Arm Intradermal
Deltoid Int ]
LAV TIV 12 LT | vaswstat Y
0.5mL RT
MCV4 1 2 LT Deltoid IM
0.5mL RT Upper Arm
MMR 1 2 LT Thigh SC
MMR-V 0.5mL RT Upper Arm
1 2 LT Thigh SC
PCV7/13 0.5mL RT Deltoid
1 2 3 4 LT Vastus Lat IM
. 0.5mL RT Upper Arm M
Polio/IPV )
1 2 3 45 LT Thigh SC
Upper Arm sc
0.5 mL RT
Vastus Lat
. 2.0 mL
Rotavirus 1 2 3 By Mouth Oral
i 0.5 mL RT Upper Arm
V Il
arieetia 1 2 LT Thigh sc
Other
Signature and Title of Vaccine Administrator Date




DOCUMENTACION DE LAS VACUNAS/FORMULARIO PARA EL CONSENTIMIENTO

Se me ha ofrecido una copia de la “Declaracion sobre la informacion de las vacuna(s)’ marcadas abajo. He leido o se me ha explicado la
informacién en la “Declaracion sobre la informacién de las vacuna(s)’. Mis preguntas fueron contestadas a satisfaccion, y yo pido que las
vacuna(s) marcadas abajo sean aplicadas a mi, o a la persona nombrada abajo por quien yo doy autorizacién. Doy mi consentimiento
para incluir la informacién de mis vacunas y la de las personas nombradas abajo en el Registro de Vacunas de Kansas.

DDT DDTaP DTdap DTd DHepA DHepB DHib DHPV Dlnﬂuenza DMeningococcal
DMMR DPCV7/13 DPPV23 DPoIio/IPV DRotavirus DVariceIIa DOther

Firma de Paciente o de Padre/Guardian Fecha
Informacidén Del Paciente
Apellido del paciente: Nombre del paciente: | Nimero de teléfono: | Edad: | Fechade
nacimeinto:
Direccion: Ciudad: Condado: Estado: | Cddigo postal:
___Asiatico/lslefio del pacifico ____Hawaiian
Etnicidad: Hispano o Latino ____Negro o Africano Americano ____Indio Americano/Nativo
__Si ___No ____ Caucasico/Mejicano/Puertorriquefio ____Japonés
____Chino ____Otro/Non-Blanco
___Masculino ___ Femenino | ___ Filipino ____Desconocido
Médico Primario: Direccion: Estado: Teléfono:
Ciudad: Fax:
Elegibilidad del paciente: __ T19-MED _ No Tiene Seguro __Indio Americano __Insuficientemente Asegurados**
__Insuficientemente Servidos*** _ T21-SCHIP __Enteramente Asegurados

**Nifios con seguro insuficiente: El seguro no cubre las vacunas. Elegibles a través del programa VFC si son vacunados en
un FQHC, RHC o departamento de salud del condado.

**Nifios sin seguro o sin cobertura médica: No son elegibles para VFC. Sélo pueden ser vacunados con vacunas de KIP
necesarias para ingresar a la escuela en un departamento de salud del condado si estan inscritos en el programa federal
escolare gratuito o en el program de almuerzo a precio reducido.

CUESTIONARIO DE VACUNAS

1. Esta el paciente enfermo o tiene fiebre ahora? | si __no
P. El paciente que va ser vacunado ha sufrido una reaccion seria con vacunas en el pasado? | si __no
3. La persona que va ser vacunada tiene alguna alergia que producen serias reacciones? | si __no
. El paciente sufre de convulsiones o desorden neuroldgica? | si __no
5. El paciente tiene problemas de salud por lo cual no puede rechazar infeccion? | si __no
B. El paciente esta alrededor de otros que no puedan rechazar infeccion? | si _ no

7. El paciente toma esteroides, medicinas contra el cancer o ha terminado un tratamiento de rayos-x? _si __no

8. El paciente ha recibido sangre, plasma o gamma globulina en los ultimos 12 meses? _si _no

9. Esta la paciente embarazada o esta planificando embarazo entre 3 meses? _si _no
IMM-51S Kansas Immunization Program Rev. 12/31/12
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NAME AGE DOB
PROVIDER INFORMATION
Vaccine Provider: Clinic Site:
Street Address: State: Zip Code: Street Address: State: Zip Code:
(Circle the appropriate vaccine, dose, extremity, site, route, and enter the manufacturer, lot #, and expiration date.)
FOR CLINICAL USE ONLY
VIS MANUFACTURER EXP
VACCINE DOSE EXT SITE ROUTE DATE LOT # DATE
DTaP DT 0.5mL RT Deltoid
Td Tdap 123456 LT Vastus Lat IM
DTaP/IPV 0.5mL RT Deltoid
5th DTaP--4th IPV LT Vastus Lat IM
0.5 mL RT Deltoid
DTaP/HepB/IPV 12 3 LT | Vastus Lat IM
0.5mL ’
. RT Deltoid
DTaP/Hib/IPV 12 3 4 LT | Vastus Lat IM
0.5 mL .
. RT Deltoid
DTaP/Hib 4 LT Vastus Lat M
05mL  1.0mL RT Deltoid
Hep A 1 2 LT Vastus Lat M
Hep B 1 2 3 LT Vastus Lat IM
0.5 mL !
. RT Deltoid
Hep B/Hib 12 3 LT | VastusLat IM
Hib 0.5 mL RT Deltoid
1 2 3 4 LT Vastus Lat M
0.5 mL RT
HPV
1.2 3 LT Deltoid M
Influenza 0.1mL 0.2mL 0.25mL 0.50mL | RT Upper Arm Intradermal
LAV TV 1.2 LT Vactin Lat fnirenasal
0.5mL RT
MCV4 1 2 LT Deltoid IM
0.5mL RT Upper Arm
MMR 1 2 LT Thigh SC
MMR-V 0.5mL RT Upper Arm
1 2 LT Thigh SC
PCV7/13 0.5mL RT Deltoid
1 2 3 4 LT Vastus Lat IM
. 0.5 mL RT Upper Arm M
Polio/IPV )
1 2 3 45 LT Thigh SC
Upper Arm sc
PPV23 0-5mL Rl Deltoid Y
12 Vastus Lat
. 2.0 mL
Rotavirus 1 2 3 By Mouth Oral
i 0.5 mL RT Upper Arm
V Il
arieetia 12 LT Thigh sc
Other
Signature and Title of Vaccine Administrator Date




Parent/Caregiver Information

Content

. Vaccine Information Sheet Information

Forms

. Instructions for the Use of Vaccine Information Statements
(VIS)

Resources / Website Links

CDC: www.cdc.gov/vaccines/pubs/vis/default.ntm



http://www.cdc.gov/vaccines/pubs/vis/default.htm

—

Parent/Caregiver Information

Federal law mandates that before any child receives a vaccine, the provider is required to
give a copy of the Vaccine Information Statement (VIS) for each vaccine to the parent or
legal guardian. The Vaccine Information Sheets are handouts which provide information
on the benefits and risks of each vaccine. These information sheets have been developed
by a panel of experts working in conjunction with the CDC. The sheets are just part of
the process to provide accurate information about vaccines to parents and guardians.

In addition to these information sheets, providers should address any questions and
concerns that the parents or guardians may have.

Providing this information is important.

® First, every parent and caregiver deserve to know accurately what the risks and
benefits are for each and every vaccine.

® Second, it alerts parents and caregivers to potential reactions and may alleviate
concerns about the seriousness of these events.

® Third, by providing the caregiver with accurate information on vaccine risks this helps
maintain trust between the provider and the family.

VIS sheets are easily downloaded at no costs from the CDC website:
www.cdc.gov/vaccines/pubs/vis/default.htm.

The manual has included the following three documents:

® Summary of the Vaccine Information Law
® FAQs about the law and VIS
® VIS instructions



http://www.cdc.gov/vaccines/pubs/vis/default.htm
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It’s Federal Law!

You must give your patients current

Vaccine Information Statements (VISS)

As healthcare professionals understand, the risks of serious conse-
quences following vaccination are many hundreds or thousands of
times less likely than the risks associated with the diseases that the
vaccines protect against. Most adverse reactions from vaccines are
mild and self-limited. Serious complications are rare, but they can
have a devastating effect on the recipient, family members, and the
providers involved with the care of the patient. We must continue
the efforts to make vaccines as safe as possible.

Equally important is the need to furnish vaccine recipients (or the
parents/legal representatives of minors) with objective information
on vaccine safety and the diseases that the vaccines protect against,
so that they are actively involved in making decisions affecting their
health or the health of their children. When people are not informed
about vaccine adverse events, even common, mild events, they
can lose their trust in healthcare providers and vaccines. Vaccine
Information Statements (VISs) provide a standardized way to
present objective information about vaccine benefits and adverse
events.

What are VISs?

VI1Ss are developed by the staff of the Centers for Disease Control and
Prevention (CDC) and undergo intense scrutiny by panels of experts for
accuracy. Each VIS provides information to properly inform the adult
vaccine recipient or the minor child’s parent or legal representative
about the risks and benefits of each vaccine. VISs are not meant
to replace interactions with healthcare providers, who should answer

4 N\
According to CDC, every time one of these
vaccines is given — regardless of what
combination vaccine it is given in — regard-
less of whether it is given by a public health
clinic or a private provider — regardless
of how the vaccine was purchased — and
regardless of the age of the recipient — the
appropriate VIS must be given out prior to
the vaccination.

Source: www.cdc.gov/vaccines/pubs/vis/vis-facts.htm

To obtain current VISs in more than
30 languages, visit the Immunization Action
Coalition’s website at www.immunize.org/vis

questions and address concerns that the recipient or the parent/legal
representative may have.

Use of the VIS is mandatory!

Before a healthcare provider vaccinates a child or an adult with a
dose of any vaccine containing diphtheria, tetanus, pertussis, mea-
sles, mumps, rubella, polio, hepatitis A, hepatitis B, Haemophilus
influenzae type b (Hib), influenza, pneumococcal conjugate, me-
ningococcal, rotavirus, human papillomavirus (HPV), or varicella
(chickenpox) vaccine, the provider is required by the National Child-
hood Vaccine Injury Act (NCVIA) to provide a copy of the VIS to
either the adult recipient or to the child’s parent/legal representative.

How to get VISs

All available VISs can be downloaded from the website of the Im-
munization Action Coalition at www.immunize.org/vis or from
CDC’s website at www.cdc.gov/vaccines/pubs/vis/default.htm.
Ready-to-copy versions may also be available from your state or
local health department.

You can find VISs in more than 30 languages on the Immuni-
zation Action Coalition website at www.immunize.org/vis. To
find VISs in alternative formats (e.g., audio, web-video), go to:
Www.immunize.org/vis/vis_sources.asp

Most current versions of VISs

As of November 16, 2012, the most recent versions of the VISs are as follows:

DTaP/DT ..o 5/17/07

Hepatitis A ................. 10/25/11

Hepatitis B ......c.ocoevnenee. 2/2/12

HID o 12/16/98 _

HPV (H. papilomavirs) ........... 10 o 12)? g%;
OOV, ZRas ROLAVITUS oo 12/6/10
Gardasil.........cccooevev 2/22/12 Shingles ... 10/6/09

Influenza (inactive).......... 7/2/12 TA/Tdap oo 1/24/12

Influenza (|IV8) ................ 7/2/12 Typh0|d _________________________ 5/29/12

Japanese encephalitis..12/7/11 Varicella (chickenpox) ...3/13/08

Meningococcal ........... 10/14/1 Yellow fever ................. 3/30/11

MURI-VACCINE VIS ... 11/16/12

(for 6 vaccines given to infants/children: DTaP, IPV, Hib, Hep B, PCV, RV)

(Page 1 of 2)

www.immunize.org/catg.d/p2027.pdf * Item #P2027 (11/12)

Immunization Action Coalition ® 573 Selby Ave. ¢ St. Paul, MN 55104 * (651)647-9009 ¢ www.immunize.org ® www.vaccineinformation.org

Index




It's Federal Law . . . you must give your patients current VISs

Top 10 Facts about VISs

It's federal law!
Federal law requires that VISs must be used for the fol-
lowing vaccines when vaccinating patients of ALL ages:

Fact 1

e DTaP (includes DT) ¢ MMR and MMRV

e Td/Tdap e meningococcal

e Hib * pneumococcal conjugate
* hepatitis A * polio

* hepatitis B * rotavirus

* HPV e varicella

¢ influenza (inactivated and live vaccines)

According to CDC, every time one of these

Page 2 of 2

coccal (PCV), polio (IPV), or rotavirus (RV). The multi-vaccine
VIS can also be used when giving combination vaccines (e.g.,
Pediarix, Pentacel, Comvax) or when giving two or more routine
vaccines at other pediatric visits (e.g., 12-15 months, 4-6 years).
However, when giving combination vaccines for which no VIS ex-
ist (e.g., Twinrix), give out all relevant single VISs. For example,
before administering Twinrix give your patient the VISs for both
hepatitis A and hepatitis B vaccines.

VISs are available in other formats, including
more than 30 languages

You may use laminated copies of VISs for patients and parents to read

and return before leaving the clinic, but you must also offer the patient

(parent/legal representative) a printed copy of

vaccines is given — regardless of what com-
bination vaccine it is given in — regardless of
whether it is given by a public health clinic or a
private provider — regardless of how the vac-
cine was purchased — and regardless of the age
of the recipient — the appropriate VIS must be
given out prior to the vaccination. There are
also VISs for vaccines not covered by NCVIA:

By using the VISs with your

patients, you are helping to
develop a better educated

patient population and you
are doing the right thing.

the VIS to take home.

If they prefer to download the VIS
onto a mobile device, direct them to
CDC’s VIS Mobile Downloads web page:
www.cdc.gov/vaccines/Pubs/vis/vis-downloads.htm

To download VISs in other languages, visit
Www.immunize.org/vis

anthrax, Japanese encephalitis, pneumococcal
polysaccharide, rabies, shingles, smallpox, typhoid, and yellow fe-
ver. CDC recommends the use of VISs whenever these vaccines are
given. The VIS must always be used if vaccine was purchased under
CDC contract.

VISs are required for both public and private sec-
tors

Federal law requires use of VISs in both the public and private sec-
tor settings and regardless of the source of payment for the vaccine.

VIS must be provided before vaccine is adminis-
tered to the patient

The VIS provides information about the disease and the vaccine
and should be given to the patient before vaccine is administered.
It is also acceptable to hand out the VIS well before administering
vaccines (e.g., at a prenatal visit or at birth for vaccines an infant
will receive during infancy), as long as you still provide the VIS
right before administering vaccines.

Fact 3

=Na0/n You must provide a current VIS for each dose
of vaccine
The most current VIS must be provided before each dose of vaccine
is given, including vaccines given as a series of doses. If five doses
of a single vaccine are required, the patient (parent/legal representa-
tive) must have the opportunity to read the information on the VIS
before each dose is given.

=Nais You must provide VISs for combination vaccines
too

There is a VIS available for MMRV (ProQuad). An alternative

VIS — the multi-vaccine VIS — is an option to providing single-

vaccine VISs when administering one or more of these routine

Index

=ai4 Federal law does not require signed consent in
order for a person to be vaccinated

Signed consent is not required by federal law (although some states

may require them).

To verify that a VIS was given, providers must
record in the patient’s chart (or permanent of-

fice log or file) the following information:

* The published date of the VIS

* The date the VIS is given to the patient

* Name, address (office address), and title of the person who
administers the vaccine

¢ The date the vaccine is administered

» The vaccine manufacturer and lot number of each dose admin-
istered

VISs should not be altered before giving them
to patients

Providers should not change a VIS or write their own VISs. It is

permissible to add a practice’s name, address, or phone number to

an existing VIS. Providers are encouraged to supplement the VIS

with additional patient-education materials.

Fact 10 Provide VISs to all patients
For patients who don’t read or speak English, the law

requires that providers ensure all patients (parent/legal representa-
tives) receive a VIS, regardless of their ability to read English.

If available, provide a translation of the VIS in the patient’s
language.

Translations of VISs in more than 30 languages are available from
IAC. Go to www.immunize.org/vis for VISs in multiple languages
as well as in other formats.
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Vaccine Information Statements: Frequently Asked Questions
Are VISs "informed consent” forms?

No. People sometimes use the term “informed consent” loosely when referring to
VISs.

There is no Federal requirement for informed consent. VISs are written to fulfill the
information requirements of the National Childhood Vaccine Injury Act (NCVIA). But
because they cover both benefits and risks associated with vaccinations, they
provide enough information that anyone reading them should be adequately
informed. Some states have informed consent laws. Check your state medical
consent law to determine if there are any specific informed consent requirements
relating to immunization. VISs can be used for informed consent as long as they
conform to the appropriate state laws.

Should the VISs be used for adults getting vaccines as well as for children?

Yes. Under the NCVIA, anyone receiving a covered vaccine should be given the
appropriate VIS. VISs for vaccines that may be administered to both children and
adults are worded so they may be used by both. Apart from legal requirements, it is
good practice to give the appropriate VIS every time a vaccine is administered, to
anyone of any age.

The law states that vaccine information materials be given to a child’'s legal
representatives. How is "legal representative” defined?

A "legal representative” is a parent or other individual who is qualified under state
law to consent to the immunization of a minor. There is not an overriding Federal
definition.

Must the patient, parent, or legal representative physically take away a
copy of each VIS, or can we simply let them read a copy and make sure
they understand it?

Ideally each VIS should be taken home. They contain information that may be
needed later (e.g., the recommended vaccine schedule, information about what to
do in the case of an adverse reaction). Patients may choose not to take the VIS,
but the provider should offer them the opportunity to do so.

When do providers have to start using a new VIS?

The date for a new VISs required use is announced when the final draft is published
in the Federal Register. Ideally, providers will begin using a new VIS immediately,




—

particularly if the vaccine’s contraindications or adverse event profile have changed
since the previous version.

How should we comply with the law for patients who cannot read the VISs
(e.g., those who are illiterate or blind)?

The NCVIA allows providers to supplement the VISs with "visual presentations" or
“oral explanations" as needed. VISs can be read to illiterate or blind patients, or
videotapes can be used as supplements. At least one CD-ROM is being produced on
which users can hear the VIS's read. The VISs available on CDC's website are
compatible with screen reader devices.

Why are the dates on some of the VISs so old? Are they obsolete? Why
can't they be updated every year?

VISs are updated only when they need to be. For instance, a VIS would be updated
if there were a change in ACIP recommendations that affects the vaccine’s adverse
event profile, indications, or contraindications. VISs posted on the NIP website are
always be the current versions. Annually changing the dates on VISs that haven’t
changed otherwise could be confusing, because there would be multiple VISs in
circulation that were identical but would have different dates.

Sometimes a VIS will contain a recommendation that is at odds with the
manufacturer's package insert. Why?

VISs are based on the ACIP’s recommendations, which occasionally differ from
those made by the manufacturer. These differences may involve adverse events.
Package inserts generally tend to include all adverse events that were temporally
associated with a vaccine during clinical trials, whereas ACIP tends to recognize
only those shown to be causally linked to the vaccine. ACIP may also harmonize
recommendations for similar vaccines produced by different manufacturers, for
which approved indications differ slightly.

What is the reading level of VISs?

VIS’s generally test at about a 10th grade reading level, according to Fletch-
Kincaid. However, traditional “grade level” measures may be somewhat misleading
for VISs. In what may be a more useful indicator of readability, several VISs have
been subjected to focus group testing among low-literacy parents in a variety of
racial and ethnic groups (some not native English speakers), and were generally
judged to be easy to read and understand. VISs are always reviewed for
readability, within the constraints imposed by the need for technical accuracy.
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How should we distribute VISs when the parent or legal representative of
a minor is not present at the time the vaccination is given, for example
during a school-based adolescent vaccination program?

CDC'’s legal advisors have proposed two alternatives for this situation:

- Consent Prior to Administration of Each Dose of a Series. With this
alternative the VIS must be mailed or sent home with the student around the
time of administration of each dose. Only those children for whom a signed
consent is returned may be vaccinated. The program must place the signed
consent in the patient's medical record.

- Single Signature for Series. This alternative is permissible only in those
States where a single consent to an entire vaccination series is allowed under
State law and in those schools where such a policy would be acceptable. The
first dose of vaccine may be administered only after the parent or legal
representative receives a copy of the VIS and signs and returns a statement
that a) acknowledges receipt of the VIS and provides permission for their
child to be vaccinated with the complete series of the vaccine (if possible, list
the approximate dates of future doses); and b) acknowledges their
acceptance of the following process regarding administration of additional
doses:

Prior to administration of each dose following the initial dose, a copy of the
VIS will be mailed to the parent (or legal representative) who signs the
original consent at the address they provide on this statement, or the VIS
will be sent home with the student; and

The vaccine information statements for the additional doses will be
accompanied by a statement notifying the parent that, based on their earlier
permission, the next dose will be administered to their child (state the date),
unless the parent returns a portion of this statement by mail to an address
provided, to arrive prior to the intended vaccination date, in which the parent
withdraws permission for the child to receive the remaining dose.

The program must maintain the original consent signature and any additional dose
veto statements in the patient’'s medical record. A record must be kept of the dates
prior to additional doses that the VIS was mailed, or sent home with the
adolescent.

Prior to administration of each additional dose, the provider should ask the
adolescent whether he/she experienced any significant adverse events following
receipt of earlier doses. If yes, the provider should consider consulting the parent
or delaying the vaccination. The adolescent’s response to questions about adverse
reactions to previous doses should be kept in the medical record.
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Questions concerning the Pediatric Multi-Vaccine VIS:
May the existing, single-vaccine VISs still be used?

Yes. The Multi-Vaccine VIS is an optional alternative to existing VISs. Providers
wishing to continue using the individual VISs may do so. These will continue to be
updated when recommendations change.

May the Multi-Vaccine VIS be used with combination vaccines, such as
Pediarix or Comvax?

Yes. Just check the appropriate boxes on the first page as you would if you were
administering the individual vaccines.

When we record the edition date of the VISs on the patient’'s medical
record, do we record the date on the Multi-Vaccine VIS or the dates on the
individual VISs?

Record the date of the Multi-Vaccine VIS for each vaccine given. If there is ever a

question, this will make it clear that this VIS was used, and not the individual VISs.
Can the Multi-Vaccine VIS be used for children older than 6 months, or for
adolescents or adults getting any of these vaccines?

It may be used for older children getting two or more of these vaccines during the

same visit (e.g., a 12-month old getting Hib and PCV or a 4-year old getting DTaP

and IPV). It should not be used for adolescents or adults.

Can the Multi-Vaccine VIS be used for catch-up doses?

Yes, as long as the doses are given to children as part of the primary series or

routine pediatric boosters.

If a single-vaccine VIS is updated before the Multi-Vaccine VIS, may the
multi continue to be used for that vaccine?

Sometimes there can be delays in updating a VIS. If an individual VIS for a vaccine
covered on the multi gets updated before the multi does, the multi may still be
used. You may give the patient the new single VIS at the same time, or explain
verbally or with other written materials any changes. This is most important if the
changes involve contraindications or adverse events; in these cases be certain the
patient gets up-to-date information. It is less important if the update reflects other
changes, such as changes in the routine schedule.
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Instructions for the Use of

Vaccine Information Statements
Required Use

1. Provide a Vaccine Information Statement (VIS) when a vaccination is given.
Asrequired under the National Childhood Vaccine Injury Act (42 U.S.C. 8300aa-26), all health care
providersin the United States who administer, to any child or adult, any of the following vaccines —
diphtheria, tetanus, pertussis, measles, mumps, rubella, polio, hepatitisA, hepatitis B, Haemophilus
influenzae type b (Hib), trivalent influenza, pneumococcal conjugate, meningococcal, rotavirus, human
papillomavirus (HPV), or varicella (chickenpox) — shall, prior to administration of each dose of the
vaccine, provide a copy to keep of the relevant current edition vaccine information materials that have
been produced by the Centers for Disease Control and Prevention (CDC):

* to the parent or legal representative* of any child to *"Legal representative” is defined as a parent or
whom the provider intends to administer such vaccine, other individual who is qualified under State
or law to consent to the immunization of a minor

— . hild or i etent adult.
* to any adult to whom the provider intends to administer chiid orincompetent adu

such vaccine. TIn the case of an incompetent adult, relevant

V1Ss shall be provided to the individual’s legal

If thereisnot asingle VIS for a combination vaccine, representative, If the incompetent adult is living

usethe VISsfor all component vaccines. in along-term care facility, all relevant VISs

may be provided at the time of admission, or
V1Ss should be supplemented with visual presentations at the time of consent if later than admission,
or ora explanations as appropriate. rather than prior to each vaccination.

2. Record information for each VIS provided.
Health care providers shall make a notation in each patient’s permanent medical record at the time
vaccine information materials are provided, indicating:
(1) the edition date of the Vaccine Information Statement distributed, and
(2) the date the VIS was provided.

This recordkeeping reguirement supplements the requirement of 42 U.S.C. 8300aa-25 that al health care
providers administering these vaccines must record in the patient’s permanent medical record (or in a
permanent office log):

(3) the name, address and title of the individua who administers the vaccine,

(4) the date of administration, and

(5) the vaccine manufacturer and lot number of the vaccine used.

Applicability of State Law Current VIS Editions
Health care providers should consult their legal counsel DTaP/DT: 5/17/07 Meningococcal: 10/14/11"
to determine additional State requirements pertainingto ~ Hib: 12/16/98 . Pneumococcal (PCV13) 4/16/10°
i ization. The Federal requirement to provide the HepatitisA: 10/25/11 Polio: 11/g/11
Immunization. 11 1req p Hepatitis B: 2/2/12 Rotavirus: 12/6/101
vaccine information materials supplements any HPV (Cervarix): 5/3/11" Tdap/Td: 1/24/12"
applicable State laws. HPV (Gardasil): 2/22/12° Varicella: 3/13/08
Influenza (inactivated): 7/2/12" Multi-Vaccine*: 11/16/12"

i ili i Influenza (live): 7/2/12F *An optional alternative when two or more routine childhood
Availability of Copies MM 42001 e BT sl i, o
Copies are available in English and many other languages  \ivirv: 5/21/10" i

from CDC's website at www.cdc.gov/vaccines/pubs/vis.

Single camera-ready copies may also be available from Reference 42 U.S.C. §300aa-26 /
State health departments. November 19, 2012 WC
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Vaccine Adverse Effects

Despite the well documented safety of immunizations, recipients can still suffer rare
adverse effects. The vast majority of these are mild with no lasting sequelae. In very rare
instances more serious reactions to vaccines can occur.

Adverse reactions to vaccines can be divided into three main categories: local, systemic,
and allergic. The most common reactions a child will experience will be of the local type.

Local reactions occur more commonly with inactivated vaccines. They consist of localized
redness, pain and tenderness, and swelling at the site of the injection. These are generally
self-limited and have no permanent sequelae.

Systemic reactions are more generalized and non-specific; fever, headache, malaise,
myalgia, and anorexia. Because they are non-specific they may not even be caused by
the vaccine. These symptoms may represent a viral infection for example that was just
in the early stages when the child was immunized. Systemic reactions occur more often
after receiving live attenuated vaccines. As a result if the symptoms are related to these
vaccines they may not appear for 7-21 days.

The last types of reactions are allergic in nature. Severe allergic reactions (anaphylaxis)
are very rare, but life threatening. They occur at a rate of <1/500,000 doses. Screening
prior to immunization administration (see Recording and Documents for screening forms)
helps reduce the chances of anaphylaxis.

Providers should report any clinically significant event that is a result of a vaccination. The
Vaccine Adverse Event Reporting System has been in place since 1990 for providers to
make these reports. This system allows both private and public immunization providers to
report adverse effects of vaccines and will keep the results in a centralized database. The
telephone number to call for answers to questions and to obtain VAERS forms is (800)
822-7967, or visit the VAERS website: www.vaers.hhs.gov. VAERS now accepts reports of
adverse reactions through their online system.

MANAGEMENT OF ADVERSE REACTIONS

For most local reactions, cold compresses, analgesics/antipyretics, and antipruritics will
suffice. Table 4 offers a good summary of the treatments for vaccine reactions including
anaphylaxis.
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USE OF ANTIPYRETICS PROPHYLACTICALLY

Many providers recommend pre-treatment with acetaminophen prior to administration

of immunizations. The thought is this will decrease the reactions following the vaccines.
There were some studies in the 1980s showing this practice was a benefit. These were all
done when whole cell DPT was being used. Since acellular DPT is now the standard there
has not been any good evidence that prophylactic acetaminophen is of a benefit. There
has been some concern that the use of antipyretics prior to the vaccines may actually
decrease the immune response. In February 2011, the AAP published a Clinical Report:
Fever and Antipyretic Use in Children. They summarized the usage of antipyretics prior to
administration of immunizations as follows:

“Despite insufficient evidence, many pediatricians recommend the routine practice
of pretreatment with acetaminophen or ibuprofen before a patient receives
immunizations to decrease the discomfort associated with the injections and
subsequently at the injection sites and to minimize the febrile response. In addition,
results of 1 recent study suggested the possibility of decreased immune response to
vaccines in patients treated early with antipyretics.”

Therefore, the usage of antipyretics prior to administering immunizations remains
controversial. The provider must decide the best way to counsel patients on this topic.

SYNCOPE

Some patients, especially adolescents, may experience a syncopal episode after receiving
immunizations. These are most likely vaso-vagal in origin. Syncope and its associated
signs and symptoms usually last only a short time (seconds to minutes) and resolve when
the patient is placed in a position, such as lying down, to restore adequate blood flow

to the brain. If syncope develops, patients should be observed until symptoms resolve.

In many instances some manifestations of an impending syncopal episode may present
themselves so personnel should be aware of this and take appropriate measures such as
having the recipient sit or lie down for 15 minutes after vaccination.










Medical Management of Vaccine Reactions in Children and Teens

All vaccines have the potential to cause an adverse reaction. To minimize adverse reactions, patients should be carefully
screened for precautions and contraindications before vaccine is administered. Even with careful screening, reactions can
occur. These reactions can vary from trivial and inconvenient (e.g., soreness, itching) to severe and life threatening (e.g.,
anaphylaxis). If reactions occur, staff should be prepared with procedures for their management. The table below de-

scribes procedures to follow if various reactions occur.

Reaction

Symptoms

Management

Localized

Soreness, redness, itching, or swelling at the
injection site

Apply a cold compress to the injection site. Consider
giving an analgesic (pain reliever) or antipruritic (anti-
itch) medication.

Slight bleeding

Apply an adhesive compress over the injection site.

Continuous bleeding

Place thick layer of gauze pads over site and maintain
direct and firm pressure; raise the bleeding injection
site (e.g., arm) above the level of the patient’s heart.

Psychological

Fright before injection is given

Have patient sit or lie down for the vaccination.

fright and
syncope Extreme paleness, sweating, coldness of the Have patient lie flat or sit with head between knees
(fainting) hands and feet, nausea, light-headedness, diz- | for several minutes. Loosen any tight clothing and
ziness, weakness, or visual disturbances maintain an open airway. Apply cool, damp cloths to
patient’s face and neck.

Fall, without loss of consciousness Examine the patient to determine if injury is present
before attempting to move the patient. Place patient
flat on back with feet elevated.

Loss of consciousness Check the patient to determine if injury is present be-
fore attempting to move the patient. Place patient flat
on back with feet elevated. Call 911 if patient does not
recover immediately.

Anaphylaxis Sudden or gradual onset of generalized itching, | See “Emergency Medical Protocol for Management

erythema (redness), or urticaria (hives);
angioedema (swelling of the lips, face, or
throat); severe bronchospasm (wheezing);
shortness of breath; shock; abdominal
cramping; or cardiovascular collapse

of Anaphylactic Reactions in Children and Teens” on
the next page for detailed steps to follow in treating
anaphylaxis.

Technical content reviewed by the Centers for Disease Control and Prevention, July 201 |

(page 1 of 3)
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Medical Management of Vaccine Reactions in Children and Teens (continued) (page 2 of 3)

Supplies you may need at a community immunization clinic

O

First-line treatment: Aqueous O Syringes: 1 and 3 cc, 22-25g, 1", O Sphygmomanometer (blood pressure
epinephrine 1:1000 dilution, in 1%", and 2" needles for epinephrine measuring device) child, adult
ampules, vials of solution, or prefilled and diphenhydramine (Benadryl) and extra-large cuffs)

syringes, including epinephrine auto- O Alcohol wipes O Tongue depressors

injectors (e.g., EpiPen). If EpiPens

are to be stocked, both EpiPen Jr. O Tourniquet D Flashlight with extra batteries (for
(0.15 mg) and adult EpiPens (0.30 mg) [ Pediatric & adult airways (small, examination of mouth and throat)
should be available. medium, and large) O Wrist watch with ability to count
Secondary treatment option: O Pediatric & adult size pocket masks seconds

Diphenhydramine (Benadryl) with one-way valve O Cell phone or access to an onsite
injectable (50 mg/mL solution) or O Oxygen (if available) phone

oral (12.5 mg/5 mL liquid, 250r50 mg Stethoscope
capsules/tablets)

Em

1.

ergency medical protocol for management of anaphylactic reactions in children and teens

If itching and swelling are confined to the injection site where the vaccination was given, observe patient closely for the
development of generalized symptoms.

If symptoms are generalized, activate the emergency medical system (EMS; e.g., call 911) and notify the on-call physician.
This should be done by a second person, while the primary nurse assesses the airway, breathing, circulation, and level of
consciousness of the patient.

Drug Dosing Information:

a. First-line treatment: Administer aqueous epinephrine 1:1000 dilution (i.e., 1 mg/mL) intramuscularly; the standard dose
is 0.01 mg/kg body weight, up to 0.3 mg maximum single dose in children and 0.5 mg maximum in adolescents (see chart
on next page).

b. Secondary treatment option: For hives or itching, you may also administer diphenhydramine either orally or
by intramuscular injection; the standard dose is 1-2 mg/kg body weight, up to 30 mg maximum dose in children
and 50 mg maximum dose in adolescents (see chart on next page).

Monitor the patient closely until EMS arrives. Perform cardiopulmonary resuscitation (CPR), if necessary, and maintain
airway. Keep patient in supine position (flat on back) unless he or she is having breathing difficulty. If breathing is
difficult, patient’s head may be elevated, provided blood pressure is adequate to prevent loss of consciousness. If blood
pressure is low, elevate legs. Monitor blood pressure and pulse every 5 minutes.

If EMS has not arrived and symptoms are still present, repeat dose of epinephrine every 5-15 minutes for up to 3 doses,
depending on patient’s response.

Record all vital signs, medications administered to the patient, including the time, dosage, response, and the name of the
medical personnel who administered the medication, and other relevant clinical information.

Notify the patient’s primary care physician.

(page 2 of 3)
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Medical Management of Vaccine Reactions in Children and Teens (continued)

(page 3 of 3)

For your convenience, approximate dosages based on weight and age are provided in the charts below. Please

confirm that you are administering the correct dose for your patient.

First-Line Treatment: Epinephrine (the recommended dose for epinephrine is 0.01 mg/kg body weight)
Age Group Range of weight | Range of weight Epinephrine Dose
(Ib) (ka)* 1 mg/mL injectable EpiPen (Dey, L.P.)
(1:1000 dilution) Epinephrine
intramuscular auto-injector 0.15 mg
Minimum dose: 0.05 mL or0.3mg
1-6 months 9-191b 4-8.5 kg 0.05 mL (or mg) off label
Ln;gnts 7-36 months 20-32 b 9-145 kg 0.1 mL (or mg) off label
Children 37-59 months 33-391b 15-17.5kg 0.15 mL (or mg) 0.15mg
5-7 years 40-56 Ib 18-25.5 kg 0.2-0.25 mL (or mg) 0.15mg
8-10 years 57-76 Ib 26-34.5 kg 0.25-0.3 mL" (or mg) 0.15 mg or 0.3 mg
11-12 years 77-99 Ib 35-45 kg 0.35-0.4 mL (or mg) 0.3mg
Teens 13 years & older | 100+ Ib 46+ kg 0.5 mL (or mg)* 0.3mg

Note: If body weight is known, then dosing by weight is preferred. If weight is not known or not readily available, dosing by age is appropriate.
*Rounded weight at the 50th percentile for each age range
"Maximum dose for children
*Maximum dose for teens

Secondary Treatment Option: Diphenyhydramine (the recommended dose
for diphenhydramine [Benadryl] is 1-2 mg/kg body weight)
Age Group Range of weight | Range of weight | Diphenhydramine Dose
(Ib) (ka)* 12.5 mg/5 mL liquid
25 mg or 50 mg tablets
50 mg/mL injectable (IV or IM)
Infants 7-36 months 20-321b 9-14.5 kg 10 mg-20 mg
and 37-59 months 33-39Ib 15-17.5 kg 15 mg-30 mg'
Children
5-7 years 40-56 Ib 18-25.5 kg 20 mg-30 mg*
8-12 years 57-99 Ib 26-45 kg 30 mg'
Teens 13 years & older 100+ Ib 46+ kg 50 mg*

Note: If body weight is known, then dosing by weight is preferred. If weight is not known or not readily available, dosing by age is appropriate.
*Rounded weight at the 50th percentile for each age range
"Maximum dose for children
*Maximum dose for teens

Sources

Boyce JA, Assa’ad A, Burks AW, et al. Guidelines for the Diagnosis and Management of Food Allergy in the United States: Report of the NIAID-Sponsored Expert
Panel. Allergy Clin Immunol 2010; 126(6):S1-S57.

Simons FE, Camargo CA. Anaphylaxis: Rapid recognition and treatment. In: UpToDate, Bochnew BS (Ed). UpToDate: Waltham, MA, 2010.
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Storage and Handling

INTRODUCTION

Proper storage and handling of vaccines is critical for maintaining the safety and potency
of the vaccines. Time needs to be spent becoming familiar with these procedures. This
portion of the manual is a brief overview emphasizing key elements. It is not meant to
replace more detailed references produced by the CDC and KDHE. These references are
listed at the end of this section and each facility should have copies readily available.

BACKGROUND

Vaccines are fragile biological products. They are very sensitive to two factors: light and
temperature. If vaccines are not carefully managed and protected from these elements
then they can lose potency. The effect of this is that the patient may not develop

an adequate immune response. Therefore, vaccines that are exposed to improper
temperatures or light cannot be used, resulting in wastage of the vaccine and the
significant costs incurred from unusable vaccine. If a patient has inadvertently received
a vaccine that has not been stored adequately they need to have the immunization
repeated. This can damage patient-provider trust and relationships.

COLD CHAIN

This is a term that is used to indicate that the vaccine has been continuously exposed to
proper temperatures from the time of manufacture to the time of administration. During
much of this time the provider has the responsibility to make sure the temperature
exposures are appropriate and the cold chain is maintained.

SAFE TEMPERATURES

Different vaccines will require different temperature ranges. As a general rule live vaccines
will tolerate freezing, but will deteriorate rapidly. Inactivated vaccines are damaged by
narrower temperature fluctuations including freezing.

Freezer temperatures should be maintained at -58 F to +5 F (-50C to -15C). Refrigerator
temperatures should be +35F to 46F (+2C to +8C). The desired average temperature in
refrigerators is 40F.

Not all vaccines will follow these general rules. For example, some live vaccines cannot be
frozen. Thus it is vital to know the proper temperatures for the individual vaccines. The
proper temperatures for each vaccine are shown in Table 5 Vaccine Storage and Handling
Chart.

Varicella vaccine may be stored in refrigerated temperatures (35F to 46F) for 72 hours
prior to reconstitution with diluent. Once it is removed from the freezer it must be used
within 72 hours. After it is reconstituted it must be used within 30 minutes.

Index
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LIGHT

Many vaccines are light sensitive and can be made inactive by both sunlight and
fluorescent light. This is especially true of live vaccines. MMR, Varicella and ProQuad are
examples of vaccines that may be inactivated by light exposure. It is recommended that
all vaccines be kept in their original packaging until they are ready for administration.

STORAGE AND HANDLING PLANS

Facilities need to have written plans for storage and handling that staff can use as
management guides and source of reference. These plans need to be followed precisely.
The following topics need to be covered in a facility’s plan:

Ordering and accepting vaccines
Storage and handling protocols
Inventory

Management of compromised vaccines

Emergency storage and retrieval

To help facilities in developing these plans a sample checklist and plan worksheet are
provided at the end of this section. Some points to remember when developing these
plans:

® The plan should be easily accessible for staff to use.
® Make sure backup facilities have proper equipment.

® Emergency transport materials readily available.

® List of contacts for compromised vaccines.

® Never discard vaccines unless directed to do so by a state or local immunization
program or the vaccines manufacturer.

PERSONNEL AND TRAINING

Proper vaccine storage and handling is important enough that one person, the Vaccine
Coordinator, needs to be in charge. By having one person in charge it will assure that all
of the functions listed below are coordinated and there is someone who is responsible for
assuring the system functions smoothly. Trying to do these functions by committee can
result in numerous breakdowns in the process.
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The Vaccine Coordinator’s responsibilities include:

Ordering vaccines

Overseeing the receipt and storage of vaccines
Organizing the storage units in freezers and refrigerators
Overseeing the temperature monitoring

Inspecting the storage units on a daily basis

Overseeing stock rotation and monitoring expiration dates

Maintaining records and documentation

Training

Relying on one individual without a backup coordinator though can also lead to problems.
It is suggested that a back-up coordinator be chosen and be familiar with the duties to be
able to readily step in if the time should arise.

Training should be ongoing with refresher courses. Anyone who “touches” vaccines
including administrative staff who may receive the vaccines at delivery should be part of
the training process. All new employees should be trained as part of their orientation.

In addition, refresher courses should be done whenever new guidelines or new vaccines
become available. It is also recommended that the entire staff attend a refresher course at
least on an annual basis.

INVENTORY
Inventory of the vaccines should be done on a monthly basis. When ordering vaccines

three factors enter in the decision making; the projected demand, the current supply, and
the facility’s storage capacity.

RECEIVING VACCINES

One of the most important steps is to make sure delivery will be made during office hours
when someone knowledgeable is present. Vaccines must be stored immediately after
receipt. Check the date of shipment and compare it to the arrival date. If longer than 48
hours has transpired there could be a break in the cold chain. If there are any questions
contact the manufacturer. Table 6 has a list of manufacturers and contact information.
Always record the contents of the shipment.
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EQUIPMENT - REFRIGERATORS AND FREEZERS

One of the areas of vaccine administration that seems to cause the most confusion is
proper equipment. The two most obvious pieces of equipment are the refrigerators and
freezers.

The CDC recommends that practices use stand-alone freezers and stand-alone
refrigerators (no freezer compartment). The reason for this is that these single units allow
for better and more even temperature control. Freezing of refrigerated vaccines affects
potency more than any other exposure problem. Vaccines in combo units are more
susceptible to this hazard.

While the CDC doesn’t recommend combo units they do allow the use of a refrigerator/
freezer combo unit while employing only the refrigerator unit. Most combo units share
a single condenser and the freezing air is vented into the refrigerator to help keep the
refrigerator cool. If you are using this type of unit here are some tips to remember:

® Don’t use the top shelf to store vaccines as this is where the freezer vent is most likely
located

® Don’t turn off the freezer portion as this helps keep the refrigerator cool.

® Add water bottles (top shelf) to decrease the risk of vaccines becoming too cold.

Using both the refrigerator and freezer units in combo units is suboptimal and as stated
above is not recommended, but if this type is used, they must have a separate thermostat
control of both the refrigerator and freezer components along with separate outside doors
for each. Small dorm refrigerators are not acceptable and cannot be used. These are
defined as small combo units with one door.

All units are required to have good seals for doors and good temperature maintenance. In
addition, all units must be dedicated to vaccine storage only, allow for good air circulation
around each storage bin, and allow four inch minimum space between the walls of the unit
and the room.

The CDC understands that this may involve a significant cost factor for practices to
change to new equipment. They recommend changes be made as soon as possible, but
don’t offer any timeline. They are studying the most cost efficient ways to make these
changes.

We have included a graphic summary of both refrigerator and freezer setups to assist
providers.
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EQUIPMENT - THERMOMETERS

In order to be sure that vaccines are in the proper temperature environment
thermometers are a must. Each vaccine storage unit (refrigerators and freezers)

must have a thermometer and the availability of a backup unit in case of equipment
failure. Requirements for thermometers are that they be calibrated with a Certificate

of Traceability and Calibration Testing. Thermometer recalibration must be performed
annually or according to the manufacturer’s recommendation by a laboratory with
accreditation from an International Laboratory Accreditation Cooperation (ILAC) Mutual
Recognition Arrangement (MRA) signatory body. The thermometer should be:

Digital

Provide continuous reading

Measure minimum/maximum temperatures
Alarm for temperatures out of range

Have a low battery indicator

Ability to be read outside of storage unit without need to open door

Thermometers must provide accurate information of the temperature of the vaccines
which are liquid. Because of this air thermometers are unacceptable. Thermometers
with glycol-filled probes are what are needed. As an alternative, thermometers with glass
beads in the probes are currently acceptable, but there is a need for more data on their
reliability. They may prove to be unacceptable by the CDC in the future.

MONITORING

One of the key functions of the Vaccine Coordinator is monitoring the temperatures in

the storage units. All units need to have thermometer readings checked and recorded

a minimum of twice daily. A log should be maintained and attached to each unitin a
readily visible location. A sample of such a log is provided. Data from the log should be
maintained for three years. Continuous monitoring with an alarm system is recommended.
Even if continuous monitoring is employed, manual monitoring twice daily should be

done. Consideration should be made for an alarm notification system that will alert a staff
member after hours if there is a temperature excursion. If a practice has a large vaccine
inventory this is highly recommended. Remember - these alarm systems are not fool proof
so daily monitoring must be maintained.

For accurate monitoring the placement of the thermometer probe should be considered.
Determine where the most reliable reading location is; away from cold and hot spots.
Don’t place the probe in doors, against walls, close to vents, or on a floor of the unit.

Index




—

EQUIPMENT - POWER SUPPLY

Equipment must stay in working order at all times. The first item to assure is that the
proper power supply will be met. Some key procedures can assure that accidental loss
of power will not occur. First, don’t use outlets with built in circuit breakers. Safety lock
plugs are best and don’t use power strips. Posting of warning signs on storage units, and
breaker switches that the power is never to be shut off is a simple procedure that can
save a practice its vaccines. If there is a power failure most units will be able to maintain
temperatures for a short time if the doors remain closed. If you anticipate the power
outage will last greater than two hours then institute the office Emergency and Retrieval
Plan (see below). Finally, a backup generator should be considered as a power source in
the event of a more generalized power outage such as storms or disaster situations.

VACCINE PLACEMENT

The placement of vaccines in the storage units needs to be mentioned. Proper placement
is important to maintain proper vaccine temperatures. To assure this, vaccines must be
placed away from the unit’s walls and vents and vaccine bins should not be crowded.
Above all, follow the manufacturer’s instructions on storage.

Proper placement can also prevent administration errors. It is recommended that vaccines
be kept in their original containers and grouped together so as to prevent confusion.
Proper labeling of bins is important. All diluents are not the same so if a diluent needs
refrigeration placing it with the appropriate vaccine can help prevent improper mixing.

TEMPERATURE EXCURSIONS

Any reading outside of the normal ranges is an excursion and needs to be addressed
immediately. The total amount of time the temperature is out of the normal range is
important and needs to be documented. For example, if temperature is out of range for 10
minutes in the morning and 5 minutes in the afternoon the total time is 15 minutes. \When
the temperature is out of range for any significant time, or if you are unsure, contact the
manufacturer or the State Health Department. Never discard vaccines unless instructed to
do so by the manufacturer or the State Health Department.
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POWER OUTAGES AND EMERGENCY RETRIEVAL PLANS

As mentioned above, if there is a power failure the first step is to keep the units doors
closed. This will allow a short time to decide whether or not to institute the facility’s
Emergency Retrieval Plan. This plan will set up the protocol to transport vaccine safely to
an alternate site while maintaining the cold chain. Obviously, it is important to set up this
plan before it is needed. A sample plan is included along with a checklist. Here are some
key points to remember:

® Establish a proper backup facility. This facility needs to have the proper equipment
available to store vaccines. Examples of such facilities are local health departments,
hospitals, other outpatient clinics, or medical facilities. Agreements should be made
prior to the event.

® Use only appropriate transport containers. There are a number of possibilities that
can be used. There are medical grade portable refrigerators and freezers that can
be obtained, but these can be rather expensive. Hard sided coolers with 2 inch walls
are a less expensive alternative. Another inexpensive transport method is to keep the
transport coolers the vaccines are shipped in. These will also include coolant packs and
insulation materials. These can be used by the practice and costs nothing.

® Materials for transport should be ready to use and easily available. These include
frozen coolant packs and insulation material such as bubble wrap or Styrofoam pellets
to maintain temperature during transport. The CDC does not recommend the use of
dry ice. Portable temperature probes are needed to monitor maintenance of the cold
chain.

® Never put the containers in the trunks of vehicles when transporting. The temperature
swings in trunks is too great to assure the cold chain.

Monitor temperatures hourly.

If questions arise contact the State Immunization Program or the vaccine manufacturers.

Transportation of varicella vaccine poses some different circumstances. The vaccine is
kept frozen and is very fragile. Therefore the CDC recommends transport in a portable
freezer unit. If this is not available you can transport in refrigerator unit temperatures, but
the vaccine then must be used within 72 hours and cannot be refrozen.




—

REFERENCES

The following references should be used by all providers and made available to staff. They
give detailed information on storage and handling issues.

The most extensive is the VACCINE STORAGE and HANDLING TOOLKIT published by the
CDC in November 2012. A copy of this can be downloaded on line at:
www.cdc.gov/vaccines/recs/storage/toolkit/storage-handling-toolkit.pdf

A somewhat shorter, but equally good reference is the chapter on VACCINE STORAGE and
HANDLING in the CDC PINK BOOK and also published by the CDC and can be obtained
from the web at: www.cdc.gov/vaccines/pubs/pinkbook/vac-storage.html

Two other references that might prove helpful are:

The STANDARDS for PEDIATRIC IMMUNIZATION PRACTICES from the

AAP (a copy is included in this manual) and the VACCINE MANUAL from Kansas
Immunization Program at: www.kdheks.gov/immunize/imm_manual pdf/index.html



http://www.kdheks.gov/immunize/imm_manual_pdf/index.html
http://www.cdc.gov/vaccines/pubs/pinkbook/vac-storage.html
http://www.cdc.gov/vaccines/recs/storage/toolkit/storage-handling-toolkit.pdf
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PROTECT VACCINES

Maintain freezer temperature
-58°Fto +5°F or (-50°C to -15° C)

MMR* +
MMRV*
Varicella*
Zoster*

Maintain refrigerator temperature at
35-46°F and (2-8°C)

DTaP, DT, Td, Tdap

Hepatitis A Hepatitis B

Hib*

Human papillomavirus (HPV*)
Influenza (TIV*/LAIV)

Polio (IPV)

Meningococcal (MCV4* & MPSV4)
MMR*

Pneumococcal (PCV & PPV)
Rotavirus*®

*Do not expose to light.
T May be stored in freezer or refrigerator

Vaccine Handling Tips

Order Vaccines Carefully:
Inventory your vaccine at least monthly and before placing an order.
Vaccines must never be used past their expiration date.

Store Vaccines Correctly:

Refrigerate or freeze immediately upon receiving the vaccine
shipment. Do not store vaccine in the doors or crispier of the
vaccine storage units. Place vaccines in the middle of the storage
unit and allow enough room between the boxes so there is
adequate air circulation.

Always use the vaccine with the earliest expiration date first. Move
vaccine with the earliest expiration date to the front and mark it to
be used first. Keep vials in their boxes.

Document Temperatures:

Document temperatures at a minimum of 2 times a day. Once at the
beginning and once at the end of the clinic day. If temperatures are
out of proper range document the action taken to safeguard the
vaccine

Stabilize Temperature:

Store ice packs in the freezer. Store large jugs of water in the
refrigerator door. This will help maintain a stable, cold temperature
in case of a power failure or if the refrigerator or freezer doors are
opened frequently or left open. Frequent opening of the refrigerator
unit’s doors can lead to inside temperature variations, which could
affect the vaccine’s efficacy. For this reason you should not store
food or beverages in the refrigerator or freezer.

Secure Temperatures:

Safeguard the electrical supply to the refrigerator. Make sure the
vaccine storage unit is plugged into a secured outlet where it
cannot be disconnected accidentally. Label the unit, electrical
outlets, and circuit breakers with information that clearly identifies
the perishable nature of vaccines and the immediate steps to be
taken in case of interruption of power (use DO NOT UNPLUG

stickers). If your building has auxiliary power, use the outlet
supplied by that system.




Checklist for Safe Vaccine Storage and Handling

Here are the most important things you can do to safeguard your vaccine supply. Are you doing them all? Review this list to see
where you might make improvements in your vaccine management practices. Fill in each box with either (ves) or (no).

Establish Storage and Handling Policies
1. We have designated a primary vaccine coordinator and at least one back-up coordinator to be in charge of vaccine
storage and handling at our facility.

2. Both the primary and back-up vaccine coordinator(s) have completely reviewed either CDC's online vaccine
storage and handling guidance or equivalent training materials offered by our state health department's
immunization program.

3. We have detailed, up-to-date, written policies for general vaccine management, including policies for routine
activities and an emergency vaccine-retrieval-and-storage plan for power outages and other problems. Our
policies are based on CDC's vaccine storage and handling guidance and/or on instruction from our state or local
health department's immunization program.

4. We review these policies with all staff annually and with new staff, including temporary staff, when they are hired.

Log In New Vaccine Shipments

5. We maintain a vaccine inventory log that we use to document the following:
(ves) (o) a. Vaccine name and number of doses received

(vo) b. Date we received the vaccine

c. Condition of vaccine when we received it
YES d. Vaccine manufacturer and lot number
YES e. Vaccine expiration date

Use Proper Storage Equipment

(ves) (no) 6. We store vaccines in refrigerator and freezer units designed specifically for storing biologics, including vaccines.
Alternatively, we keep frozen and refrigerated vaccines in separate, free-standing freezer and refrigerator units. At
a minimum, we use a household-style unit with a separate exterior door for the freezer and separate thermostats for
the freezer and refrigerator. We do NOT use a dormitory-style unit (a small combination freezer-refrigerator unit with
a freezer compartment inside the refrigerator).

7. We use only calibrated thermometers with a Certificate of Traceability and Calibration* that are recalibrated as
recommended by the manufacturer.

8. We have planned back-up storage units(s) in the event of a power failure or other unforseen event. We perform
regular maintenance to assure optimal functioning.

Ensure Optimal Operation of Storage Units

9. We have a "Do Not Unplug" sign next to the electrical outlets for the refrigerator and freezer and a "Do Not Stop
Power" warning label by the circuit breaker for the electrical outlets. Both include emergency contact information.

10. We keep the storage unit clean, dusting the coils and cleaning beneath it every 3-6 months.

Maintain Correct Temperatures

11. We always keep at least one accurate calibrated thermometer (+/-1°C [+/-2°F]) with the vaccines in the refrigerator;
ideally, we have a continuous-temperature logger and/or temperature-sensitive alarm system.

12. We maintain the refrigerator temperature at 35-46°F (2-8°C), and we aim for 40°F (5°C).

(Maintain Correct Temperatures continued on page 2)

*Certificate of Traceability and Calibration with calibration measurements traceable to a testing laboratory accredited by the International Organiza-

tion of Standardization, to the standards of the National Institute of Standards and Technology, or to another internationally recognized standards
agencv.

Index




Checklist for Safe Vaccine Storage and Handling (continued) (page 2 of 2)

(Maintain Correct Temperatures continued from page 1)

YES

13. We keep extra containers of water in the refrigerator (e.g., in the door, on the floor of the unit where the vegetable

bins were located) to help maintain cool temperatures.

14. We always keep at least one accurate calibrated thermometer (+/-1°C [+/-2°F]) with vaccines in the freezer.
15. We maintain the average temperature in the freezer at +5°F (-15°C), preferably colder but no colder than -58°F (-50°C).
16. We keep ice packs or ice-filled containers in the freezer to help maintain cold temperatures.

Store Vaccines Correctly
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17.

18.
19.
20.
21.

22.

23.

We post signs on the doors of the refrigerator and freezer that indicate which vaccines should be stored in the
refrigerator and which in the freezer.

We do NOT store any food or drink in any vaccine storage unit.
We store vaccines in the middle of the refrigerator or freezer (never in the doors), with room for air to circulate.
We have removed all vegetable and deli bins from the storage unit.

If we are using a combination refrigerator-freezer unit, we do not store vaccines in front of the cold air outlet that
leads from the freezer to the refrigerator (often near the top shelf).

We check vaccine expiration dates and rotate our supply of each type of vaccine so that we use the vaccines that

will expire soonest.

We store vaccines in their original packaging in clearly labeled uncovered containers with slotted sides that allow
air to circulate.

Daily Temperature Logs

24.

25.

26.
27.
28.
29.
30.

On days when our practice is open, we document refrigerator and freezer temperatures on the daily log twice a
day — first thing in the morning and right before our facility closes.

We consistently record temperatures on the log in either Fahrenheit or Celsius. We NEVER mix in any way
how we record our temperatures. For example, if the log prompts us to insert an "x" by the temperature that's
preprinted on the log, we do not attempt to write in the actual temperature.

The logs show whom to call if the temperature in the storage unit goes out of range.

When we change the thermostat setting, we document it in the daily log sheet's note section.

If out-of-range temperatures occur in the unit, we document in the daily log sheet's note section who responded and when.
Trained staff (other than staff designated to record the temperatures) review the logs weekly.

We keep the temperature logs on file for at least 3 years.

Take Emergency Action As Needed

31. In the event that vaccines are exposed to improper storage conditions, we take the following steps:

a. We restore proper storage conditions as quickly as possible; if necessary, we move the vaccine to our planned
back-up storage unit. We address the storage unit’s mechanical or electrical problems according to guidance
from the manufacturer or repair service.

b. In responding to improper storage conditions, we do NOT make frequent or large changes in thermostat
settings. After changing the setting, we give the unit at least a day to stabilize its temperature.

c. We temporarily label exposed vaccines “Do not use” and keep them separate from any unexposed vaccines.
We do not use exposed vaccines until our state health department’s immunization program or the vaccine
manufacturer gives us approval.

d. We document exactly what happened, noting the temperature in the storage unit and the amount of time the
vaccines were out of proper storage conditions. We contact our state health department’s immunization
program or the vaccine manufacturer to determine how to handle the exposed vaccines.

e. We follow the health department or manufacturer’s instructions and keep a record detailing the event. Where
applicable, we mark the exposed vials with a revised expiration date provided by the manufacturer.

If we answer to all of the above, we give ourselves a pat on the back! If not, we assign someone to implement needed changes!




Routine Vaccine Storage and Handling Plan Worksheet

Compl ete the following checklist and forms and store this information in an easily accessible
area near the vaccine storage unit. See the CDC’s
(http://www.cdc.gov/vaccines/recs/storage/guide/default.htm.)

Checklist of Resources for the Routine Vaccine Storage and Handling Plan

O  Up-to-date contact information

Primary and backup vaccine coordinators

State and local health department immunization program
Manufacturers of the vaccinesin your inventory

Refrigerator and freezer maintenance and repair company(ies)
Vaccine storage unit alarm company (if applicable)

Sources for packing materials and c